
Tillery. Loreto 

From: 
Sent: 
To:. 
Subject: 

Kaiser, Sven-Erik 
· Friday, March 18, 2016 10:59 AM 
Freedhoff, Michal (Markey) 
Re: 14(c)(3) - pis take a look 

Michal - this TA responds to your request on 14(c)(3) approaches. 

The negative drafting approach seems like a much cleaner way for people to clearly express whatever their intended 
outcome is. 

Please let me know if any questions. Thanks, 
Sven 

On Mar 17, 2016, at 10:24 PM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> wrote: 

Pis also look at this list for 14(c){3)(B). Some people seem to be more negative than others. 

SHALL NOT 

SHAL. 

(i) Paragraph (3)(A) shall not apply to any condition of use ofa chemical substance for which 
an exemption under section '6(g) has been granted; 

(ii) Paragraph 3(A) shall not apply to information about a chemical substance for which a ban 
or phase-out is not established for all conditions of use, except that paragraph 3(A) shall 
apply to information that relates solely to the conditions of use of the chemical substance· 
for which the ban or phase-out is established. 

(iii) Paragraph (3)(A) shall not apply to a chemical substance for which a ban or phase-out 
has been established if the chemical substance continues to be manufactured, processed 
and distributed solely for export unless EPA determines that section 12(a)(I) shall not 
apply to the chemical substance in accordance with section I 2(a)(2). ; and 

(iv) Paragraph (3)(A) shall not apply to a chemical substance that is subject to a phase out 
until such time as the phase out is fully implemented. 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight and Investigations 
Office of Senator Edward j_ Markey (D-MA) 

From: Kaiser, Sven-Erik 
Sent:Thursday, March 17, 2016 6:36 PM 
To: Freedhoff, Michal (Markey) 
Subject: Re: 14(c)(3) - pis take a look 
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Got it - thanks 

On Mar 17, 2016, at 6:32 PM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> wrote: 

(1) BAN OR PHASE-OUT.-(A) If the Administrator promulgates a rule pursuant to 
section 6(a) that establishes a ban or phase-out of a chemical substance, the protection 
from disclosure of any information under this section with respect to the chemical 
substance shall be presumed to no longer apply, subject to subsections (g)(l) (g)(2) and 
IBl.W., 

(Bl LIMITATIONS 
(i) Paragraph (3)(A) shall apply to any condition of use of a chemical substance 
for which an exemption under section 6(g) has not been granted; 

(ii) Paragraph (3)(A) shall apply to information about a chemical substance that 
relates solely to the conditions of use for which a ban or phase-out is established 
for bans or phase-outs of a chemical substance that are not established for all 
conditions of use of the chemical substance; 

(iii) Paragraph (3)(A) shall apply to a chemical substance for which a ban or phase­
out has been established if the chemical substance continues to be 
manufactured, processed and distributed solely for export if EPA determines 
that section 12(a)(l) shall not apply to the chemical substance in accordance 
with section 12(a)(2); and · 

(iv) Paragraph (3)(A) shall apply to a chemical substance that is subject to a phase 
out after such time as the phase out is fully implemented. 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 
Connect with Senator Markey 
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Tillery, Loreto 

From: 
Sent: 
To: 

Kaiser, Sven-Erik 
Thursday, March 24, 2016 11 :42 AM 
McCarthy, David 

Subject: Re: Fees Langauge and TA 

Dave, 
Thanks for sending. Your email is our TA and accurately reflects our concerns with the house offer on fees. Is there 
specific language on fees beyond the house offer that,you would like us to review. Thanks, 
Sven. 

On Mar 24, 2016, at 11:26 AM, McCarthy, David <David.McCarthy@mail.house.gov> wrote: 

From: Richards, Tina 
Sent: Thursday, March 24, 2016 11:24 AM 
To: kaiser.sven-eric@epa.gov <kaiser.sven-eric@epa.gov> 
Cc: McCarthy, David; Kessler, Rick 
Subject: Fwd: Fees Langauge and TA 

Begin forwarded message: 

From: "Karakitsos, Dimitri (EPW)" <Dimitri Karakitsos@epw.senate.gov> 
Date: March 11, 2016 at 11:47:53 AM EST 
To: "McCarthy, David (David.McCarthy@mail.house.gov)" <David.McCarthy@mail.house.gov>, "Jerry 
Couri (JerryCouri@mail.house.gov)" <JerryCouri@mail.house.gov>, "Richards, Tina" 
<Tina.Richards@mail.house.gov> 
Cc: "Jackson, Ryan (lnhofe)" .<Ryan Jackson@inhofe.senate.gov> 
Subject: FW: Fees Langauge and TA 

Sorry about accidentally hitting send early. Wanted to share with you all some TA our dems got on fees 
that raises some concerns over whether the provision Dave pointed out yesterday would do the trick for 
our guys. 
Under either the House bill or the House offer, section 26(b)(1) provides that fees collected can be used· 
only to "defray the cost of administering the provision of [TSCA] for which such fee is collected." In 
general, it will be difficult to interpret and implement restrictions on the use of fees that are expressed 
in terms of the particular provision of TSCA that EPA can·administer using the fees, since these do' not 
necessarily align with recognized program areas or budget categories. A more descriptive statement of 
the program functions for which fees can be spent would be a help to EPA in adhering to these spending 
restrictions. 
Constraining the use of fees in this manner will likely lead to other sorts of implementation problems. 
For example, it appears that fees collected for data submitted under section. 4 could only be used to 
cover the cost of collecting the information, not of using the information to perform risk evaluations. 
This is because the fee collection authority would be categorized under section 4, yet the use of the 
information in a risk evaluation would be under section 6{b). Furthermore, because CBI review 
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obligations are undertaken under se.ction 14, EPA could not use these fees to defray the cost of 
reviewing and otherwise processing CBI claims. Finally, a manufacturer's decision to request a risk 
evaluation may eventually result in EPA being subject to a legal obligation to undertake risk 
management rulemaking, but EPA could not use industry fees to defray the cost of that rulemaking. 
The House offer partially addresses these implementation concerns regarding funding by adding fee 
collection authority for EPA in.itiated risk evaluations {the House bill only provides for fees to defray risk 
evaluation when industry requests the risk evaluation). However, the House offer still does not provide 
fee collection authority or other resources to defray the significant costs associated with risk 
management or the costs to review CBI claims. This is especially problematic in combination with the 
House offer's introduction of a new and very resource intensive program for the review of older CBi 
claims. 

From: Karakitsos, Dimitri (EPW) 
Sent: Friday, March 11, 2016 11:41 AM 
To: McCarthy, David {David.McCarthy@mail.house.gov); Jerry Couri (JerryCouri@mail.house.gov); 
Richards, Tina 
Cc: Jackson, Ryan (lnhofe) 
Subject: Fees Langauge and TA 
Dimitri J. Karakitsos 
Majority Senior Counsel 
Senate Committee on 
Environment and Public Works 
(202) 224-6176 
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Tillery, Loreto 

From: 
Sent: 
To: 
Subject: 

Jacqueline, 

Kaiser, Sven-Erik 
Thursday, February 25, 2016 12:19 PM 
'Cohen, Jacqueline' 

RE: HEC Min TSCA TA Request on Prior Actions 

This responds to your TA request on prior actions. 

EPA has issued a great many significant new use rules under Section 5 (listed in 40 CFR Part 711 }, associated 
with various chemical substances, but EPA's view is that these have no preemptive effect because "they are 
·not designed to protect against a risk of injury to health or the environment." See TSCA ,18(a)(2)(8). EPA does 
not believe it is has issued any rule under TSCA Section 5 that has a preemptive effect under current TSCA 
Section 18. 

TSCA Section 6 regulations codified under 40 CFR Part 747 (Certain metalworking fluids), Part 749 
(Hexavalent chromium used in water treatment), Part 761 (PCBs), and Part 763 (Asbestos) are designed to 
protect against a risk of injury to health or the environment, associated with the particular chemical substances. 
Thus, they likely trigger some preemption of state law, under the terms of current TSCA Section 18. 

The technical assistance is intended for use only by the requester. The technical assistance does not 
necessarily represent the policy positions of the agency and the administration on the bill, the draft language 
and the comments. Please let me know if any additional questions. Thanks, 
Sven · 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 
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Tillery, Loreto 

From: 
Sent: 
To: 
Cc: 
Subject: 
Attachments: 

Jonathan, 

Kaiser, Sven-Erik 
Friday, March 11, 2016 9:37 AM 
'Black, Jonathan (Tom Udall)' 
Freedhoff, Michal (Markey); Deveny, Adrian (Merkley) 
RE: House discussion draft 
Udall.TSCA TA on House Additions.docx 

The attached TA responds to your request on the House discussion draft. Please let me know if any questions. 
Thanks, · 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Black, Jonathan (Tom Udall) [mailto:Jonathan_Black@tomudall.senate.gov] 
Sent: Friday, March 04, 2016 3:04 PM 
To: Kaiser, Sven-Erik 
Cc: Freedhoff, Michal (Markey) ; Deveny, Adrian (Merkley) 
Subject: House discussion draft 

Sven, wondering if your crew could take a look at the attached House discussion draft and answer the 
following questions. 

• 

• 

• 

Did anything in this offer address the specific concerns raised in EPA's Janua~y 20th letter? And if so, 
how? 

Do any of the additions raise workability or implementation concerns? 

Does the House discussion draft address the major concerns from the EPA Jan. 20th letter to ensure· 
that safety decisions are made absent consideration of costs? 

• Does the House draft ensure an affirmative safety finding for new chemicals? 

~ Do the changes require EPA to review substantiation for past CBI claims? 

• Do the changes ensure that industry-requested chemicals will not be expedited relative to chemicals 
that EPA selects itself? 
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This language is provided by EPA as technical assistance in response to a congressional request. The 
technical assistance is intended for use only by the requester. The technical assistance does not 
necessarily represent the policy positions of the agency and the administration on the bill, the draft· 
language and the comments. 

• Did anything in this offer address the specific concerns raised in EPA's January 20th letter? And 
if so, how? 

Yes, the offer appears to partially address certain concerns. First, the offer appears to partially address 

the concern that manufacturer priorities could overrun those of the Agency by confining the number of 

manufacturer-initiated risk evaluations to 25-50% of the total number of ongoing risk evaluations.· EPA 

still has specific ·concerns on this point, as described in a later response. Second, the offer would seem 

to partially address the concern regarding funding by adding fee collection authority for EPA-initiated 

· risk evaluations. However, the bill still does not provide fee collection authority or.other resources to 

defray the significant costs associated with risk managem~nt or the costs to review CBI claims. 

• . Do any of the additions raise workability or implementation concerns? 

Yes. First, the additions reclassify a particular subset of industry requests under§ 6(b)(3)(A)(ii) (relating 

to new chemical substances that have not yet been manufactured) as requests under§ 5(i). This change 

makes these requests no longer subject to deadline adjustment under§ 6(b)(5). Nor would such 

requests be subject to the new caps under§ 6(b)(3)(C). Furthermore, EPA would not be able to collect 

fees for such requests if manufacture had not yet commenced (there would not yet be any 

manufacturer to against whom to assess risk evaluation fees under§ 26(b)(l), and the authority to 

collect fees for the PMN review would not extend to cover voluntary risk ·evaluations. These provisions 

could create circumstances in which unfunded requests for voluntary risk evaluations overwhelm EPA's 
review capacity. 

Second, the additions will require a very significant and resource-intensive implementation effort: (1) to 

sift through every CBI claim ever received under TSCA since the enactment of the statute; (2) to make a 

provisional adjudication of the qualifications of every claim; (3) to request and review re-substantiation 

packages where deemed warranted; (4) to notify all parties for which re-substantiation was inadequate, 

of pending release; and (5) to defend litigation arising from the required determinations. The 

implementation concerns raised by these provisions are rendered even more serious by the lack of 

funding for CBI review activities, and by the 5-7 year time frame specified for completing the specified 

CBI reviews, which could be enforced by deadline suits. Note that the Senate bill is considerably 

narrower in scope (only certain Chem ID claims), arid it allows EPA to directly obligate CBI claimants to 

bring their claims (and re-substantiation) to EPA's attention, rather than creating the two-step process 

envisioned here. Note also that the Senate bill provides fee funding for these activities. 

Third, specifying that alternative test protocols that avoid animal testing must be validated has the 

potential to significantly delay EPA's use of such protocols and divert EPA resources towards validation 

efforts. Validation as is currently implemented through Federal processes such as ICCVAM may not 

always be necessary depending on the context in which the alternative test method/data will be 

applied. While validation is recognized as an important process needed to accept an alternative method 

as a replacement for a whole animal test, there are circumstances under which alternative methods and 

the data derived from them may be valuable prior to completion of a full validation process. For 



This language is provided by EPA as technical assistance in response to a congressional request. The 
. technical assistance is in.tended for use only by the requester. The technical assistance does not 
necessarily represent the policy positions of the agency and the administration on the bill, the draft 
language and the comments. 

example, data from an alternative method may provide information or insights useful as part of a weight 

of evidence evaluation even when the method has not been fully validated as a replacement test. 

• Does the House discussion draft address the major concerns from the EPA Jan. 20th letter to 

ensure that safety decisions are made absent consideration of costs? 

Please note, as an initial matter, that EPA's letter did not articulate concerns that the House bill, as 

passed, would allow consideration of costs to factor into risk evaluations under section 6. In fact, EPA 

believes that the House bill - as passed and as modified recently - very clearly excludes consid~ration of 

costs from the both the risk evaluation and risk management triggering phases. 

Rather, EPA's views letter pointed out potential inconsistencies in the application of the "unreasonable 

risk" safety standard elsewhere in the bill (in the risk management portions.of section 6 and other 

sections of TSCA) which left ambiguity about the role of cost considerations in those contexts. 

The bill does not attempt to address EPA's concerns on this point. For example, the bill does not provide 

an upfront safety standard definition or redefine "unreasonable risk" in each instance it appears. As 

such, there remains uncertainty as to what safety standard would apply for EPA actions under provisions 

of TSCA, outside of Section 6, that reference "unreasonable risk." The potential inconsistencies in risk 

management standards within Section 6 also remain (e.g., the standard for cost-effective v. non-cost 

effective requirements, and standards for regulating articles, replacement parts and PBTs). 

• Does the House draft ensure an affirmative safety finding for new chemicals? 

No, the new subsection S(i) does not ensure that all new chemicals will receive an affirmative safety 

finding before the commencement of manufacture. It only applies if the person submitting the pre­

manufacture notice for a chemical substance requests a risk evaluation of such substance. Subsection 

S(i) is furthermore unnecessary to allow for this possibility. Such requests are already provided for under 

§ 6(b)(3)(A)(ii). 

• Do the changes require EPA to review substantiation for past CBI claims? 

As described above, the changes require EPA to review all past CBI claims. EPA would then identify a 

particular subset of past CBI claims for which re-substantiation would be required and then EPA would 

request and review those re-substantiation packages. 

With respect to the remaining CBI claims (i.e., those for which EPA did not require re-substantiation as 

an outcome of its initial review) the bill provides that such claims are automatically waived 10 years 

after enactment if re-substantiation is not sent to EPA by that time. The bill does not require that EPA 

review such re-substantiation, however. 



This language is provided by EPA as technical assistance in response to a congressional request. The 
technical assistance is intended for use only by the reqµester. The technical assistance does not 
necessarily represent the policy positions of the agency and the administration on the bill, the draft 
language and the comments. 

• Do the changes ensure that industry-requested chemicals will not be expedited relative to 
chemicals that EPA selects itself? 

While the changes are in some respects helpful in addressing this issue, they do not ensure that the 

volume of industry-requested risk evaluations will be appropriately balanced against the volume of EPA­

initiated risk evaluations. This is be.cause: 

• Section 6(b)(S)((B)(i) still appears to allow EPA to delay both EPA-initiated and industry­

requested risk evaluations if the volume of industry-requested risk evaluations is excessive. 

• Section 6(b)(7) still subjects the minimum number of EPA-initiated assessments to available 

appropriations. 

• There is still no mechanism for industry fees to fund the development of risk management 

actions that EPA might be obligated to undertake as a consequence of industry-requested risk 

evaluations. 

• As described above, a subset of industry-requested risk evaluations are now removed from caps 

and deadline adjustment (those accompanying a PMN). 



Tillery, Loreto 

From: 
Sent: 
To: 
Subject: 

Michal, 

Kaiser, Sven-Erik 
Saturday, February 20, 2016 5:58 PM 
Freedhoff, Michal (Markey) 

Re: Last section 4 thing 

We did not consider costs in the.decision to invoke 4f. Thanks, 
Sven 

On Feb 19, 2016, at 6:20 PM,. "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov> wrote: 

Not for the weekend. The question of whether when you used 4(f) for formaldehyde, did you include cost 
considerations. 

Thanks! 

· Michal Ilana Freedhoff, Ph.D. 
Director of Oversight and Investigations 
Office of Senator Edward J. Markey (D-MA) 
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Tillery, Loreto · 

From: 
Sent: 
To: 
Subject: 

Kaiser, Sven-Erik 
Wednesday, March 23, 2016 10:02 AM 
Freedhoff, Michal (Markey) 
Re: Sen. Markey TSCA TA - another 6(a) alternative 

Michal- It was not in response to that one. It was in response to the email at 9:56 am yesterday with three similar 
variants. Please let me know if any additional questions. Thanks, 
Sven 

On Mar 23, 2016, at 9:13 AM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> wrote: 

· Just making sure that the note w alternatives that you sent last night was not in response to this one. Basically just want 
confirmation that the 2 alternatives I have pasted below both work for you and don't insert costs into anything? 

(a) SCOPE OF REGULATION. _:_If the Administrator finds that there is a reasonable basis to 
conclude determines in accordance with subsection (b)(4)(A) that the manufacture, 
processing, distribution in commerce, use, or disposal of a chemical substance or mixture, 
or that any combination of such activities, presents an unreasonable risk of injury to health 
or the environment, the Admi,nistrator shall by rule, and ffl"gj'ew~t~tffl~ti&&~ic&?aritt1Jefiq 
~Milara~~1w1mlJ!Ilmlrfi'tmI@1 apply one or more of the following requirements to such 
substance or mixture to the extent necessary to protect adequately against such risk using 
the least burdensome requirements so that the chemical substance does not present such 
a risk under the conditions,of use.: 

SCOPE OF REGULATION-If the Administrator determines in accordance with subsection (b)(4)(A) that the manufacture, 
processing, distribution in commerce, use, or disposal of a chemical substance or mixture, or that any combination of 
such activities, presents an unreasonable risk of injury to health or the environment, then the Administrator shall by 
rule, and subject to section 18, apply one or more of the following requirements to such substance or mixture to the 
extent necessary [to ensure/so] that the chemical substance does not present such unreasonable risk, as determined in 
accordance with subsection (b)(4)(A), under the intended conditions of use. In selecting the particular requirement or 
requirements to be applied pursuant to this subsection, the Administrator shall, in accordance, with subsection (c)(2), 
take into consideration costs and other factors in choosing among the requirements evaluated. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 
Connect with Senator 

. From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov] 
Sent: Tuesday, March 22, 2016 3:19 PM 
To: Freedhoff, Michal (Markey) 
Subject: Sen. Markey TSCA TA - another 6(a) alternative 
Michal, 
This TA responds to the request to review a 6(a) option dealing with section 18 and (c)(2) references. 

OPTION 2 
(a) SCOPE OF REGULATION. -If the Administrator finds that there is a reasonable basis to 

conclude determines in accordance with subsection (b)(4)(A) that the manufacture, 
processing, distribution in commerce, use, or disposal of a chemical substance or mixture, 
or that any combination of such activities, presents an unreasonable risk of injury to health 
or the environment, the Administrator shall by rule, and rdB1f~~G~'t~~etl6n~~~T{ffi~mv, 
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~~ri~c1if~~":~i:th·su"~(?'2~-Wtr¾!c}~~J apply one or more of the following requirements to such 
substance or mixture to the extent necessary to protect adequately against such risk using 
the least burdensome requirements so that the chemical substance does not present such 
a risk under the conditions of use.: 

Does this version address the question you had about why section 18 is there and how it might intersect 
with a redundant (c)(2) reference? For your context, the subject to section 18 is there to basically 
address the Geier case, namely that one element of that case involved a court dismissing a state tort 
action on a car safety matter on preemption grounds despite the existence of a tort savings clause in the 
motor vehicle safety act. 
The changes you suggest do help address the specific issue we identified in our most recent TA -- the suggestion that 
section 18 and 6(c)(2) are on the same footing as limitations on EPA's authority. However, it does not address our long 
standing point that we think the reference to section 18 in this context is unnecessary'and confusing. We understand 
your point about addressing Geier, but we think section 18 already does that (and if it doesn't, it's hard to see how a 
reference to it in section 6 would). The reference to section 18 in section 6(c) of the offer indicates that EPA's authority 
to,,,,promulgate rules under section 6{c) is limited in some way by section 18, which we do not understand to be your 
intent. Presumably, you mean to say that the preemptive effect of any rules EPA promulgates under section 6{c) is 
subject to section 18. (And, again, we don't really see the value of making such a point in section 6, since section 18 
already provides that it governs the preemptive effect of section 6 rules, and has whatever effect it has with respect to 
Geier.) 
Please let me know if any questions. Thanks, 
Sven 
Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW {1305A) 
Washington, DC 20460 
202-566-2753 , 

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov] 
Sent: Monday, March 21, 2016 12:17 PM 
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> 
Subject: another 6{a) alternative 

OPTION 2 
(a) SCOPE OF REGULATION. -If the Administrator finds that there is a reasonable basis to 

conclude determines in accordance with subsection (b)(4)(A) that the manufacture, 
processing, distribution in commerce, use, or disposal of a chemical substance or mixture, 
or that any combination of such activities, presents an unreasonable risk of injury to health 
or the environment, the Administrator shall by rule, and ~BJ?bfll~cifB7il'~8(ifrfcCfa 
~.c~~§amce:wiJ~s~~~~~iOh\(c}k~1fl apply one or more of th"~ f~l,iowi~g ~~q~i"r~ment~ to such 
substance or mixture to the extent necessary to protect adequate!~' against such risk using 
the least burdensom~ requirements so that the chemical substance does not present such 
a risk under the conditions of use.: 

Does this version address the question you had about why section 18 is there and how it might intersect 
with a redundant (c)(2) reference? For your context, the subject to section 18 is there to basically address 
the Geier case, namely that one element of that case involved a court dismissing a state tort action on a 
car safety matter on preemption grounds despite the existence of a tort savings clause in the motor 
vehicle safety act. 
,Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 
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Connect with Senator Markey 
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Tillery, Loreto 

From: Kaiser, Sven-Erik 
Sent: 
To: 

Thursday, March 17, 2016 3:12 PM 
'Freedhoff, Michal (Markey)' 

Subject: RE: Se~. Markey TSCA TA Followup Request on CBI - health and safety studies 

Michal, 
This TA responds to your request on the alternate formulation. Explicitly tying disclosure regarding a ban or 
phaseout to "a request to maintain protections under subsections (g)(1) (g)(2) and (g)(3)" could be read to 
indicate that EPA can't make such information public until after the Agency receives a request from the · 
company to maintain protection for the information. This s~ems unlikely to be the result that you intended. 

We think it makes more sense to retain the general reference to (g) (1) - (3), whi_ch we would read as 
indicating that the procedures in (g) (1) - (3) must be followed where applicable. 

Please let me know if any questions. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA. 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov] 
Sent:,Thursday, March 17, 2016 12:27 PM · 

- To: Kaiser, Sven-Erik 
Subject: RE: Sen. Markey TSCA TA Followup Request on CBI - health and safety studies 

Another formulation 

(fF . BAN OR ,PHASE~ou:rl ~;:(,A) If the Administrator promulgates a rule pursuant to 
section 6(a) that establishes a ban or phase-out of a chen:,ical substance, the protection _frof!l 
disclosure of any information under this section with respect to the chemical substance shall be 
presumed-to;no lo.nger appiv.:su°i:,j({ctto afreview .. bf a request to maintain .protections unde~ 
subsections (g)(i)(g)/2) and (g)(3[ 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 

. Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 

Connect with Senator Markey 
\"o• ~-

([jj 12::::SJ 
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From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov] 
Sent: Wednesday, March 16, 2016 7:00 PM 
To: Freedhoff, Michal (Markey) 
Subject: Re: Sen. Markey TSCA TA Followup Request on CBI - health.and safety studies 

Got it-checking along with the last one. Thanks, 
Sven 

On Mar 16, 2016, at 6:46 PM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.sen~te.gov> wrote: 

Does this work for 14(c)(3)(B) 

(B)EXCEPTIONS FROM PRESUMPTION 
(i) Paragraph (3)(A) shall not apply to any condition ofuse ofa chemical substance for which 
an exernption under section 6(g) has been granted; . 
(ii) For a ban or phase-out of a chemical substance that is not established for all conditions of 

use of the chemical substance, paragraph (3)(A) shall apply only to information about the 
chemical substance that relates solely to the conditions of use for which the ban or phase­
out is established ; 

(iii) Paragraph (3)(A) shall apply to a chemical substance for which a ban or phase-out has 
been established if the chemical substance continues to be manufactured, processed and 
distributed solely for export if EPA determines that section f2(a)(l) shail not apply to the 
chemical substance in accordance with section 12(a)(2). i[MF1]; and 

(iv) Paragraph (3)(A) shall apply to a chemical substance that is subject to a phase out at such 
time as the phase out is fully implemented. 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 

Connect with Senator Markey 

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov] 
Sent: Tuesday, March 15, 2016 4:43 PM 
To: Freedhoff, Michal (Markey) 
Subject: Sen. Markey TSCA TA Followup Request on CBI - health and safety studies 

Michal - please see the requested followup TA on CBI and health and safety studies. 

Here is an excerpt of current senate 14 with some highlighted text, the first of which was not in the Senate-passed 
bill. In your opinion does this first portion of highlighted text change a) existing EPA practice and b} meaning 
compared to Senate-passed text. I'm not reading your response below as a "yes" to either question but I want to be 
sure. 

Response: EPA would interpret the highlighted language to effect no changes in either EPA practice or the 
Senate passed bill. EPA has always addressed the mix of CBI anq non-CBI information in a particular 
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document, assessing what needs to be protected and what does not, which is what the second highlighted text 
appears to require. 

That said, others may argue that the new highlighted text does effectuate a change in both the bill and 
practice. EPA would not interpret (c)(2) as a condition or limitation on (c)(1 ), because it merely provides that 
information that is protectable remains .protectable even if mixed with non-protectable information, a position 
EPA already takes. However, the new highlighted text might be argued to indicate that (c)(2) in some way 
limits or conditions the scope of informatio~ releasable pursuant to (c)(1 ). 

Please let me kr:iow if any additional questions. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 · 
202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal freedhoff@markey.senate.gov] 
Sent: Tuesday, March 15, 2016 1:16 PM 
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> 
Subject: RE: Sen. Markey TSCA TA Request on CBI - health and safety studies 

Here is an excerpt of current senate 14 with some highlighted text, the first of which was not in the 
Senate-passed bill. In your opinion does this first portion of highlighted text change a) existing EPA 
practice and b) meaning compared to Senate-passed text. I'm not reading your response below as a 
"yes" to either question but I want to be sure. 

(c) Information Not Protected From Disclosure.- . 
(I) IN GENERAL-Notwithstanding subsections (a) and (b ), and subJeii to paragraph (2J; the following 

·information shall not be protected from disclosure: 
(A) INFORMATION FROM HEAL TH AND SAFETY STUDIES.­

(i) IN GENERAL-Subject to clause (ii}-
(!) any health and safety study that is submitted under this Act with respect t~ 

(aa) any chemical substance or mixture that, on the date on which the study is to be 
disclosed, has been offered for commercial distribution; or · 

(bb) any chemical substance or mixture for which-. 
(AA) testing is required under section 4; or 
(BB) a notification is required under section 5; or 

(II) any information reported to, or otherwise obtained by, the Administrator from a health 
and safety study relating to a chemical substance or mixture described in item (aa) or (bb) of 
subclause (I). 
(ii) EFFECT OF SUBPARAGRAPH.-Nothing in this subparagraph authorizes the release of 

any information that discloses- · 
(I) a process used in the manufacturing or processing of a chemical substance or mixture; 

or 
(II) in the case of a mixture, the portion of the mixture comprised by any chemical 

substance in the mixture. 
(B) OTHER INFORMATION NOT PROTECTED FROM DISCLOSURE.-The following 

information is not protected from disclosure under this section: 
(i) For information submitted after the date of enactment of the Frank R. Lautenberg Chemical 

Safety for the 21st Century Act, the specific identity of a chemical substance as of the date on which 
the chemical substance is first offered for commercial distribution, if the person submitting the 
information does not meet the requirements of subsection ( d). 

(ii) A safety assessment developed, or a safety determination made, under section 6. 
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(iii) Any general information describing the manufacturing volumes, expressed as specific 
aggregated volumes or, if the Administrator determines that disclosure of specific aggregated 
volumes would reveal confidential information, expressed in ranges. 

(iv) A general description of a process used in the manufacture or processing and industrial, 
commercial, or consumer functions and uses of a chemical substance, mixture, or article containing 
a chemical substance or mixture, including information specific to an industry or industry sector 
that customarily would be shared with the general public or within an industry or industry sector. 

(2) MIXED CONFIDENTiAL ANDNONCONFlOENTIAL iNFOR:MATIOR_.::_Any information that 
ts eligible for protection under this section and is submitted 'with information desciibea in this subsection 
,shall be protected from disclosure,ifthe submitter co:rpplies with subsectiqn (d); subject to the condition that 
)nformation in the submission that is !}Ot eligiblC;J for pr~tection against disclosyfe shall be disclosed. 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 

Connect with Senator Markey 

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov] 
Sent: Tuesday, March 15, 2016 1:13 PM 
To: Freedhoff, Michal (Markey) 
Subject: Sen. Markey TSCA TA Request on CBI - health and safety studies 

Michal, 
This responds to your TA request on CBI and health and safety studies. 

Question: Currently if there is CBI in a health and safety study that is not the chemlD sort 
that existing tsca protects, does EPA redact that CBI prior to releasing the health and 
safety study? 

EPA Response: The companies provide a sanitized version of the submission which is what we 
publish, assuming no final determination has been made regarding eligibility for confidential 
treatment. 

Please let me know if any additional questions. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 , 

From: Freedhoff, Michal (Markey) [ma_ilto:Michal Freedhoff@markey.senate.gov] 
Sent: Tuesday, March 15, 2016 10:32 AM 
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> 
Subject: TA - health and safety studies 
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· Sven 

Currently if there is CBI in a health and safety study that is not the chem ID sort that existing tsca 
_:_ protects, does EPA redact that CBI prior to releasing the health and safety study? 

Thx 
M 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight and Investigations 
Office of Senator Edward J. Markey (D-MA) 
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Tillery, Loreto 

.From: Kaiser, Sven-Erik 
Sent: 
To: 

Thursday, December 03, 2015 4:26 PM 
'Freedhoff, Michal (Markey)' 

Subject: 
Attachments: 

RE: Sen. Markey TSCA TA on Animal Testing 
Sen Markey TSCATA on animal testing.docx 

Michal - the attached document highlights the inconsistencies mentioned below. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Kaiser, Sven-Erik 
Sent: Thursday, December 03, 2015 4:17 PM 
To: 'Freedhoff, Michal (Markey)' 
Subject: Sen. Markey :rscA TA on Animal Testing 

Michal, 
Although there were no EPA TA comments on the animal testing provisions of the latest version· of the Senate 
bill, on earlier versions of the bill EPA pointed out inconsistent use of "vertebrate animal" and "animal". This 
inconsistency remains, please see our TA below. 

- The animal testing provisions of section 4( c) remain inconsistent as to whether the goal is reduce animal 
testing or only vertebrate animal testing. For example, the overall goal seems to be to minimize use of 
vertebrate animals ( sec 4( c )(1) ), but in service of that goal EPA must encourage and facilitate use of test 
methods that eliminate or reduce the use of animals (sec 4( c )(1 )(A)(iii)). 

Please let me know if any additional questions. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov] 
Sent: Tuesday, December 01, 2015 2:42 PM 
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> 
Subject: RE: Sen. Markey TSCA TA on House CBI 

Thanks very much. On animal testing - just confirming that EPA has no drafting issues or concerns w implementing the 
as-reported provisions in S 697 beyond what you sent me? 
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Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 

. Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 

Connect with Senator Markey 

~ 

From: Kaiser, Sven-Erik.[mailto:Kaiser.Sven-Erik@epa.gov] 
Sent: Tuesday, December 01, 2015 2:40 PM 
To: Freedhoff, Michal (Markey) 
Subject: Sen. Markey TSCA TA on House CBI 

Michal, 
This follows up on your technical assistance request on the CBI provisions of the House TSCA bill. We have 
two TA comments on the attached version of the House bill. 

- page 20 lines 14-17: this new text (amending section 14(b)(1)) would protect the confidentiality of chemical 
formulas, including molecular structures, in health and safety studies, which would result in the protection of 
specific chemical IDs. This would significantly curtail the release of chemical IDs in health and safety studies, 
which are releasable under current section 14 unless they reveal process information. 

- page 22, lines .12-13: Section 14(c)(1)(C) requires EPA to provide notice to the submitter of impending 
release of information claimed as CBI, unless "a request for renewal is granted under subparagraph (8)." But 
subparagraph (B) does not require EPA to grant a renewal request; it merely requires that a request be 
submitted 

I think this completes the outstanding TA requests, please let me know if any additional questions. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff(a),markey.senate.gov> 
Date: November 27, 2015 at 7:10:48 AM EST 
To: Nichole DiStefano <DiStefano.Nichole@epa.gov> 
Subject: TA (good to start on this Monday) 

Hi Nichole and hope you had a good holiday 

While I am thinking about itn, I wanted to request EPA TA on the following provisions: 

- animal testing in Senate bill 
- CBI provisions in both House and Senate bill 
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Guessing and hoping you've already done this for others and it will just be a matter of digging it 
out. Either way, it can definit~ly wait til Monday. 

Thanks 
Michal 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight and Investigations 
Office of Senator Edward J. Markey (D-MA) 
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Tillery, Loreto 

From: Kaiser, Sven-Erik 
Sent: . 
To: 

Friday, March 25, 2016 8:50 AM 
Freedhoff, Mic;:hal (Markey) 

Subject: Re: Sen. Markey TSCA TA on partial risk evaluations 

Michal-The 5 referenced partial risk evaluations were TCE, NMP, MC, ATO and HHCB. EPA found no 
concern for ATO (Antimony Trioxide) and HHCB (l,3,4,6,7,8-Hexahydro-4,6,6,7,8,8,­
hexamethylcyclopenta[y]-2-benzopyran). 1-BP is a draft risk assessment, and was not included in the count. See 
EPA's website on TSCA Work Plan Assessments: 

https://www.epa.gov/assessing-and-managing-chemicals-under-tsca/assessments-tsca-work-plan-chemicals. 

Please let me know if any additional questions. Thanks, 

Sven 

On Mar 25, 2016, at 7:51 AM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> wrote: 

Sorry, one last thing on this - you originally listed these chemicals as the subjects of these RES. But I thought in 

other TA you said there were 5. What is the 5th? 

TCE, NMP, MC, and 1-BP. 

Michal Ilana Freedhoff, Ph.D. 

Director of Oversight and Investigations 

Office of Senator Edward J. Markey (D-MA) 

From: Kaiser, Sven-Erik 
Sent: Thursday, March 24, 2016 6:48 PM 
To: Freedhoff, Michal (Markey) 
Subject: Sen. Markey TSCA TA on partial risk evaluations 

Michal, 
The attached TA responds to the request on partial risk evaluations. Please let me know if any questions. 
Thanks, · 
Sven 
Sven~Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relatio.ns 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-1753 
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From: "Freedhoff, Michal (Markey)" <Mi~hal Freedhoff@m~rkey_.senate.gov_> 
Date: March 22, 2016 at 10:02:12 AM EDT 
To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik@epa.gov> 
Subject: RE: Sen. Markey TSCA TA on partial risk evaluations 

Would this do it for you? I don't think a discussion about what you add below re cost considerations would be a 
constructive one. I am not sure that this works to address your concern re rules/deadlines though. 

(3) (A) PRIOR-INITIATED EVALUATIONS[Al] ,= 
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(i) IN GENERAL-Nothing in this Act prevents the Administrator from initiating a 
risk evaluation regarding a chemical substance, or from continuing or completing 
such risk evaluation ~¥.l!i5J~f.if~~l~. prior to the effective date of the 
policies. procedures, and guidance required to be established by the Administrator 
under this Act[A2] " 

(ii) INTEGRATION OF PRIOR POLICIES AND PROCEDURES.-
As relevant policies and procedures under this Act are established, to the maximum extent 
practicable, the Administrator shall integrate the policies and procedures into ongoing risk . 
evaluations. 

(B) ACTIONS COMPLETED PRIOR TO COMPLETION OF POLICIES 
AND PROCEDURES._:._Nothing in this Act reguires the Administrator to revise or withdraw a 
completed risk evaluation ~1Hi1itlffli~Ilt$s,l1fi'*.fmffl, determination or rule solely because the 
action was completed prior to the completion ofa policy or procedure established under this Act. 

Michal Ilana Freedhoff, Ph.D. · 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 
Connect with Senator 
___ ¥,w·r-·=·---,,· 

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov] 
Sent: Monday, March 21, 2016 6:25 PM 
To: Freedhoff, Michal (Markey) · 

· Subject: Sen. Markey TSCA TA on partial risk evaluations 
Michal, 
This TA responds to your request on partial risk evaluations. Please let me know if any questions. Thanks, 
Sven 
For the partial RES you flagged for us last week, did EPA use costs when concluding unreasonable risk 
for those substances/uses? If EPA was forced to re-do elements of these REs, would the removal of costs 
and other non-risk factors alter the trajectory EPA feels these RES and rules is on such that.it might 
make sense to delay their completion? Would EPA be proposing to go through with the RES and 
associated risk management for those uses using old definitions of unreasonable risk, cost considerations 
in rulemaking, and use of science? If EPA were plan'ning to evaluate the additional uses of the substances, 
would EPA then plan to use the 'new-tsca' versions of these terms/considerations? Given the substances 
in question and their uses, would EPA expect to prioritize these substances and the rest of the uses not 
currently being considered by EPA soon, or has EPA in its view already addressed the real risks from -
these substances? 

. . 

Response: EPA has completed risk assessments for 5 chemicals under the TSCA Workplan process. Those 
assessments only consider risk. There is no cost consideration. 3 of the chemicals have high risk and are moving 
to the risk management phase. We are developing proposed rules. As required by TSCA we will balance costs 
and benefits (the value of risk reduction) and identify the least burdensome means to reduce the risk. We are 
scheduled to propose rules for these three chemicals later this year. 
The risk assessments for all three of these chemicals had narrow scopes. We did not look at all uses of the 
chemicals as would be required under both House and Senate passed bills. We assume that if a bill passes 
before we finalize these rules we would need to finalize them using the new rulemaking standard in the law. But 
because the risk assessments were done without consideration of costs, we would not need to redo the work for 
the uses which have already been assessed. 
The issue we are flagging is thatmeeting the scoping intent of either bill would require a significant amount of 
additional work on these three chemicals to assess the uses that were not included in our final assessments. That 
could delay regulation of the U:ses with known risks. Modification of the cost considerations would take a little 
time but much less as the cost considerations under the current law are more onerous than either the House or 
Senate bills. If the Senate or House bill passed as drafted we would likely call these three chemicals high 
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priority and make an argument that we can go forward with the narrower scoped regulations using the new 
standard. There,is some legal vulnerability that we'd be prevented from doing so. Because the rulemaking 
deadlines in 6( c )(1) begin to run once EPA deems a chemical unsafe, EPA would be on a tighter time clock ( 4 
years, as opposed to 3 years+ 4 years) to both complete the risk evaluations AND any associated rulemakings 
with respect to other uses not part of the original evaluation. It is not clear to us whether those additional uses 
have risk. In the alternative, we could identify these three chemicals as high priority and then assess the 
additional uses before moving to risk management. The down side is that we would know there was risk for 
certain uses of these chemicals but we would be waiting to assess the remaining uses before doing any risk 
management. 
Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov] 
Sent: Sunday, March 20, 2016 11: 16 AM · 
To: Kaiser, Sven-Erik <Kaiser.Sven-E_rik@~a_,_gov> 
Subject: Questions on partial risk evaluations 
Sven 
For the partial RES you flagged for us last week, did EPA use costs when concluding unreasonable risk for 
those substances/uses? If EPA was forced to re-do elements of these REs, would the removal of costs and other 
non-risk factors alter the trajectory EPA feels these RES and rules is on such that it might make sense to delay 
their completion? Would EPA be proposing to go through with the RES and associated risk management for . 
those uses using old definitions of unreasonable risk, cost considerations in rulemaking, and use of science? If 
EPA were planning to evaluate the additional uses of the substances, would EPA then plan to use the 'new-tsca' 
versions of these terms/considerations? Given the substances in question and their uses, would EPA expect to 
prioritize these substances and the rest of the uses not cmTently being considered by EPA soon, or has EPA in 
its view already addressed the real risks from these substances? 
Thanks - just trying to figure out what to do with this and how to draft it etc. Not a weekend thing for you guys! 
M 
Michal Ilana Freedhoff, Ph.D. 
Director of Oversight and Investigations 
Office of Senator Edward J. Markey (D-MA) 

EPA TA- needs clarifying to ensure section 6·activities can proceed as intended 
EPA TA here and below 
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Tillery, Loreto 

From: Kaiser, Sven-Erik 
Sent: 
To: 

Monday, February 22, 2016 5:12 PM 
Freedhoff, Michal (Markey) 

Subject: Re: Sen. Markey TSCA TA request - risk finding to initiate risk evaluations under section 
6 

Michal, 
We've already weighed in on alternative 1 and said that the "may present" finding there is a fairly low bar. Alt 2 
introduces a "presents or will present" finding that may be interpreted as a higher bar. Thanks, 
Sven 

On Feb 22, 2016, at 5:05 PM, "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov> wrote: 

Why? Just wanting to understand your thinking. 
Alternative 1 is "may present: __ _ _ . 
Alternative 2 is "whether there exists the_ potential that the substance presents or will present" 
Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations · 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 

_ConnectwithSenatorMarkey ____________ ,______________________________ _______________________ ., ___________________________ ~----·---·---

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov] 
Sent: Monday, February 22, 2016 5:00 PM 
To: Freedhoff, Michal {Markey) 
Subject: Sen. Markey TSCA TA request - risk finding to initiate risk evaluations under section 6 
Michal, · 
Alternative 2 is the higher bar. Thanks, 
Sven 
From: "Freedhoff, Michal {Markey)" <Michal Freedhoff@markey.senate.gov> 
Date: February 11, 2016 at 12:00:32 PM EST 
To: "Sven-Erik Kaiser (Kaiser.Sven-Erik@epamail.epa.gov)" <Kaiser.Sven-Erik@epamail.epa.gov> 
Subject: TA request - risk finding to initiate risk evaluations under section 6 

Sven 
I'd like EPA's view on which formulation represents a higher bar to initiating a risk evaluation, and why. Thanks. 
Michal 
Alternative 1: 

A) In general.-Not later than 6 months after the receipt of informatlon under paragraph {3) for a 
chemical substance, the Administrator shall determine, using the process developed under paragraph {6); 

"(i) whether the chemical substance may present an unreasonable risk of injury to human health 
or the environment because of potential hazard and a potential route of exposure under the intended 
conditions of use, and shall identify such substances as high-priority substance for risk evaluation. The 
Administrator shall publish for public notice and comment the scope of the risk evaluation to be 
conducted for any such chemical substance; or 

Alternative 2: 
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"(A) In general.-Not later than 6 months after the receipt of information under paragraph (3) for a chemical 
substance, the Administrator shall determine, using the process developed under paragraph {6); 

"(i) whether there exists the potential that the chemical substance presents or will present an unreasonable risk of injury 
to human health or the environment because of potential hazard and a potential route of exposure under the intended 
conditions of use, and shall identify such substances as high-priority substance for risk evaluation. The Administrator 
shall publish for public notice and comment the scope of the risk evaluation to be conducted for any such chemical 
substance; 
Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 
Connect with Senator Markey 
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Tillery, Loreto 

From: 
Sent: 
To: 
Subject: 

Kaiser, Sven-Erik 
Thursday, March 24, 2016 2:09 PM 
'Freedhoff, Michal (Markey)'; Black, Jonathan (Tom Udall); Deveny, Adrian (Merkley) 
RE: Sen. Markey TSCA TA Request on 6(a) "minimum''. and preemption 

Michal, please see TA responding to your request on "minimum" and preemption. 

Question: (1) A requirement that sucli substance or mixture or any article containing such substance 
or mixture be marked with or accompanied by clear and adequate minimum ·warnings and instructions 
with respect to its use, distribution in commerce, or disposal or with respect to any combination.of such 
activities. The form and content of such minimum warnings and instructions shall be prescribed by the 
Administrator. 

· A question has arisen about the word "minimum". The. word is there in part because of the Wyeth case in which the 
Supreme Court ruled that a VT failure to warn case was NOT preempted even though the manufacturer complied with · 
an FDA labeling requirement. The court said there was no preemptive conflict between an FDA minimum label and 
what the VT failure to warn law required. The other issue the word "minimum' addresses is the scenario in which EPA 
sets a labeling requirement based on incomplete or false information and the people harmed by the chemical 
involving the inadequate label seek to prove that the company should have done more and knew that this was the 
case, and bring the complaint under state tort law - "minimum" therefore avoids a regulatory compliance defense so 
the court's decision is about the merits and not the preemptive effect of the federal label. Just because a company 
didn't HAVE to include the information on the label doesn't mean that they shouldn't have included it, and doesn't 
mean that they shouldn't have known·that harm could have arisen from the chemical substance, and they shouldn't 
be able to assert preemption in order to avoid having the case heard. · 

But concerns with the word 'minimum' have been articulated as a belief that it means that a state could ALWAYS 
exceed a federal minimum labeling standard. My response to this is that section 18 gover~s this, not the word 
"minimum". If the state labeling law is grandfathered, it is grandfathered. If the label is required under a state clean 
air law, it is excepted from preemption. And if the state requests and receives an 18a waiver, preemption for it is 
waived. I don't see how the word 'minimum' changes anything about the way section 18 governs what states can do 
and when. 

Does EPA agree with my read or am I missing something? 

Answer: The Geier decision held that a savings clause saved state laws only from express preemption created 
by the statute, not from conflict preemption. Thus, state laws can be preempted, even if within the scope of a 
savings clause, if they conflict with the federal regulation at issue, either because compliance with both would 
be impossible, or because the state law would frustrate the objectives of the federal law. 

It seems likely a court would hold that the section 18 savings provisions do not prevent conflict preemption 
from applying (although all the savings language in 18(g) might be held to override conflict preemption). If a. 
court were to hold that the section 18 savings provisions do not prevent conflict preemption from applying, and 
a state enacted a more stringent requirement than a section 6 requirement, industry might well argue that EPA 
balanced various considerations in promulgating the rule, that congress was interested in uniformity, and that 
the federal requirements should therefore be viewed as ceilings. That may well be a weak argument - unless 
EPA's rulemaking record demonstrated some specific concern for more stringent requirements - but it's an 
argument that might be raised and would not be frivolous. 

Please let me know if any questions. Thanks, 
Sven 
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Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov] 
Sent: Tuesday, March 22, 2016 5:15 PM 
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> 
Subject: TA request - 6(a) -"minimum" 

( 1) IIA requirement that such substance or mixture or any article 
containing such substance or mixture be marked with or accompanied by 
clear and adequate minimum warnings and instructions with respect to its 
use, distribution .in commerce, or disposal or with respect to any 
combination of such activities. The form and content of such minimum 
warnings and instructions shall be prescribed by the Administrator. 

A question has arisen about the word "minimum". The word is there in part because of the Wyeth case 
in which the Supreme Court ruled that a VT failure to warn case was NOT preempted even though the 
manufacturer complied with an FDA labeling requirement. The court said there was no preemptive 
conflict between an FDA minimum label and what the VT failure to warn law required. The other issue 
the word "minimum' addresses is the scenario in which EPA sets a labeling requirement based on· 
incomplete or false information and the people harmed by the chemical involving the inadequate label 
seek to prove that the company should have done· more and knew that this was the case, and bring the 
complaint under state tort law - "minimum" therefore avoids a regulatory compliance defense so the 
court's decision is about the merits and not the preemptive effect ofthe federal label. Just because a 
company didn't HAVE to include the information on the label doesn't mean that they shouldn't have 
included it, arid doesn't mean that they shouldn't have known that harm could have arisen from the 
chemical substance, and they shouldn't be able to assert preemption in order to avoid having the case 
heard. 

But concerns with the word 'minimum' have been articulated as a belief that it means that a state could 
ALWAYS exceed a federal minimum labeling standard. My response to this is that section 18 governs 
this, not the word "minimum". If the state labeling law is grandfathered, it is grandfathered. If the label 
is required under a state clean air law, it is excepted from preemption. And if the state requests and 
receives an 18a waiver, preemption for it is waived. I don't see how the word 'minimum' changes 
anything about the way section 18 governs what states can do and when. 

Does EPA agree with my read or am I missing something? 

Thanks 
michal 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J .. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 
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Tillery, Loreto 

From: 
Sent: 
To: 
Subject: 

Kaiser, Sveri-Erik 
Wednesday, December 02, 2015 3:03 PM 
'Freedhoff, Michal (Markey)' 
RE: Sen. Markey TSCA TA Request on PBT 

. . 

Michal - the simple answer is that conceptually we would do it similar to the way new chemicals are reviewed 
now. However, under the bill, it will be a little more involved. Folks here are working now to sort it out. I expect 
a response tomorrow. Thanks, 
Sven 

Sven-Eril< Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 · 
202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov] 
Sent: Wednesday, December 02, 2015 2:38 PM 
To: Kaiser, Sven-Erik 
Subject: RE:·sen. Markey TSCA TA Request on PBT 

Sorry, just checking again on this. thanks/ 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 

Connect with Senator Markey 

A v.i ~ 
V ~·12::SJ 

t:rom: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov] 
Sent: Wednesday, November 25, 2015 7: 10 AM · 
To: Freedhoff, Michal (Markey) · 
Subject: Sen. Markey TSCA TA Request on PBT 

Michal, got it, Will get a response as soon as possible. Please let me know if any additional questions. Thanks, 
Sven 

On Nov 24, 201,5, at 10:11 PM, "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov> wrote: 

Sven 
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Question for you - section 5 PBT language in S 697 require EPA to know whether a new chemical scores high for P or B 
and high or moderate for the other in order to make it subject to the exposure reduction standard. Would this be a null 
set provision - how would EPA know that a chemical was P, B, or T, let alone the degree to which it had those 
properties, if it was new? 

Thanks 
Michal 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 

Connect with Senator Markey 
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Tillery, Loreto 

From: Kaiser, Sven-Erik 
Sent: Thursday, March 24, 2016 1 :38 PM 
To: . 'Freedhoff, Michal (Markey)'; 'Black, Jonathan (Tom Udall)'; 'Deveny, Adrian (Merkley)' 
Subject: RE: Sen. Markey TSCA TA request ori section 8 nomenclature language · 

Michal - additional TA responding to the request on nomenclature. 

First, we do believe we have the authority under section 8(b)(2) of current TSCA to designate new statutory 
mixtures. 

Second, while the comments we made identified concerns with (A)(iii), we also have additional concerns with 
(B)(i) that we hope to get to you on Monday. The (B)(i) concerns are those that we stated we needed more 
time to fully articulate. 

Please let me know if any questions. Thanks, 
Sven · 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations · 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 · 

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov] 
Sent: Tuesday, March 22, 2016 6:40 PM 

· To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>; Black, Jonathan (Tom Udall) <Jonathan Black@tomudall.senate.gov>; 
Deveny, Adrian (Merkley) <Adrian Deveny@merkley.senate.gov> 
Subject: RE: Sen. Markey TSCA TA request on section 8 nomenclature language 

Re statutory mixtures - does EPA currently have authority to designate new statutory mixtures? I think the intent of the 
language is to ensure that EPA could add new mixtures in the future and no inte.nt to create. the court argument you're 
fearing. 

Also, are your concerns wit~ (A)(iii) or (B)(i)? your email says the latter but your comments are on the former. 

Monday shouldn't be a problem but the answer to the question on EPA authority with statutory mixtures would be 
helpful. 

Thanks 
m 

Michal Ilaria Freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224.c2742 
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Connect with Senator Markey 

~ 
~-

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov] 
Sent: Tuesday, March 22, 2016 6:02 PM 
To: Freedhoff, Michal (Markey); Black, Jonathan (Tom Udall); Deveny, Adrian (Merkley) 
Subject: Sen. Markey TSCA TA request on section 8 nomenclature language 

Michal -whiie understanding the TA request's urgency, given schedules and _the specific technical and legal 
knowledge required on nomenclature, we need to hold off responding fully until Monday. We have concerns 
about (B)(i) and need more time to articulate them. Please let me know right away if that is a problem, 

On statutory mixtures, a concern was r~ised that the original drafting would have allowed any 
component of a statutory mixture to get on the TSCA inventory and bypass section 5. What you'll see 
here are efforts to ensure that the CATEGORIES go onto the inventory but the COMPONENTS (which 
may include byproducts that do not appear on the TSCA inventory) only get onto the inventory when 
they're part of the category/mixture but not as separate substances. There are a couple of options 
here. 

Response: Although not able to fully respond yet, we have several concerns, including that the "including, 
without limitation" language suggests tha_t there are unidentified statutory mixtures beyond the six, c~eating the 
possibility that a court might interpret the provision as expanding EPA's current understanding of the scope of 
statutory mixtures. 

The second relates .to the multipl,e CAS question of whether, for example, that language could have 
been used to argue that all chlorinated paraffins are the same chemical substance. This language 
seeks to create a clear process by which someone could ask EPA to make the determination', but the 
determination would be EPA's, Again, pis share thoughts etc. 

I 

Response: EPA has no concerns with the (B)(ii) language 

We continue to work on this TA request, please let me know if any questions. Thanks, 
Sven , 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> 
Sent: Monday, March 21, 2016 7:08 PM 
To: Kaiser, Sven-Erik 
Cc: Black, Jonathan (Tom Udall) 
Subject: Time-sensitive on section 8 

Sven 

Can you pis rush the review of this red lined text to portions of section 8? 

Here are the basic questions: 
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On statutory mixtures, a concern was raised that the original drafting would have allowed any component of a 
st13tutory mixture to get on the tsca inventory afld bypass section 5. What you'll see here are efforts to ensure 

· t~at the CATEGORIES go onto the inventory but the COMPONENTS (which may include biproducts that do not 
appear on the tsca inventory) only get onto the inventory when they're part of the category/mixture but not 

. as separate substances. There are a couple of option£ here . 

. 
The second relates to the multiple CAS question of whether, for example, that language could have been used 
to argue that all chlorinated paraffins are the same chemical substance. This language seeks to create a clear 
process by which someone could ask EPA to make the determination, out the determination would be EPA's, 
Again, pis share thoughts etc. 

I think there is a desire to get this to the House asap. 

Thanks 
M 
Michal Ilana Freedhoff, Ph.D. 
Director of Oversight and Investigations 
Office of Senator Edward J. Markey (D-MA) 
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Tillery, Loreto 

From: 
Sent: 
To: 

Kaiser, Sven-Erik 
Wednesday, March 02, 2016 10:32 AM 
'Freedhoff, Michal (Markey)' 

Subject: RE: .Sen. Markey TSCA TA request on section 14 CBI Disclosure Penalties 

Michal, 
Responding to your followup TA request on CBI penalties. 

House section 14(f) creates a prohibition on the use of CBI. Section 14(f) relates back to section 14(a): 
"No person who receives information as permitted under subsection (a) may use such information for 
any purpose not specified in such subsection." EPA has not identified any implementation concerns in 
its own history relating to the scope of the authorized uses of TSCA CBI that are listed under 14(a). 

However, because the. House bill would amend section 15(1) to allow for enforcement of, inter alia, 
"any requirement of this title", the use restrictions in 14(f) would be enforceable under TSCA section 15 
against persons authorized to receive the information, such as states. The substantive effect of this 
conforming change on the enforceability against unauthorized use and disclosure of information under 
section 14 may not have been intentional. The potential for imposition of civil and criminal penalties 
may discourage states, local governments, tribes, and health and environmental professionals from 
requesting and using CBI for legitimate purposes, for fear of inadvertently using or disclosing the 
information in a manner not specified, and might be vieweq as contrary to other efforts to increase 
transparency. 

This issue could be alleviated by inserting a sentence in revised section 15 stating, "This section does 
not apply to the disclosure or use of information under section 2613 of this title", or similar language: 

Please let me know if any additional questions. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) · 
Washington, DC 20460 
202-566-2753 

From: Freedhoff, Miehal {Markey) [mailto:Michal_Freedhoff@markey.senate.gov] 
Sent: Friday, February 26, 2016 11:30 AM 
To: Kaiser, Sven-Erik 
Subject: RE: Sen. Markey TSCA TA request on section 14 CBI Disclosure Penalties 

As a follow up, isn't this language in the House bill new? Any workability or other concerns here? 

(t) PROHIBITION.-No person who receives information as permitted under subsection (a) may use such information for 
any purpose not specified in such subsection, nor disclose such information to any person not authorized to receive such 
information. · 

Michal Ilana Freedhoff, Ph.D. 
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Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 

Connect with Senator Markey 

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov] 
Sent: Thursday, February 25, 2016 11:52 AM 
To: Freedhoff, Michal (Markey) 
Subject: Sen. Markey TSCA TA request on section 14 CBI Disclosure Penalties 

Michal - Please see attached TA responding to your request on TSCA section 14 on CBI. The technical 
assistance is intended for use only by the requester. The technical assistance does nc;>t necessarily represent 
the policy positions of the agency and the administration on the bill, the draft language and the comments. 
Please let me know if any additional questions. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov] 
Sent: Thursday, February 18, 2016 4:09 PM 
To: Kaiser, Sven-Erik <Kaiser.Sven-Edk@_epa.go~> 

. Subject: TA request section 14 

Sven · 

House section 14 has a penalty provision related to disclosure of CBI. 

We are trying to compare this provision with other disclosure penalty provisions that exist in other statutes 

administered by EPA. We are aware of EPCRA and SOWA provisions, some restrictions on the way RMP data is 
disclosed, etc., but probably lack a full awareness/understanding of their similarities/differences. 

Could you pull the examples of other provisions that create penalties for disclosure of CBI that are included in 
EPA statutes and give us some basis to compare them with what is in House section 14, along with any 
problems/limitations/workability concerns that may have been unintended/experienced in those existing 

statutes? Happy to get any concerns about the way that House provision might be expected to work as well. 

~hanks 
Michal 
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Michal Ilana Freedhoff, Ph.D. 
Director of Oversight and Investigations 
Office of Senator Edward J. Markey (D-MA) 
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Tillery, Loreto 

From: Kaiser, Sven-Erik 
Sent: 
To: 

Wednesday, February 10, 2016 12:43 PM 
'Freedhoff, Michal (Markey)' 

Subject: RE: Sen. Markey TSCA TA request- section 5 scope of preemption 

Michal, 
This responds to your followup question on the example of a chemical where additional risks became known 
later. The example we provided was TBB. 
Consent order signed -- 11 /5/96. 
Notice of Commencement -- 6/12/97 
Please let me know if any questions. Thanks, 
Sven ' 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov] 
Sent: Tuesday, February 02, 2016 5:06 PM 
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> 
Subject: RE: Sen. Markey TSCA TA request- section 5 scope of preemption 

Thank you very much. When was that? and was that TBB or a different chemical? 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 

Connect with Senator Markey 
, .. ,_,~_-
trn 12::::SJ 

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov] 
Sent: Tuesday, February 02, 2016 5:01 PM 
To: Freedhoff, Michal (Markey) 
Subject: Sen. Markey TSCA TA request- section 5 scope of preemption 

Michal, 
This responds to your TA request below. 

Are there examples of chemicals that EPA imposed some sort of restriction on (either through.a PMN consent agreement 
with a single manufacturer or through a SNUR to all potential manufacturers of that chemical) that, after EPA obtained 
more data once the chemical had been in commerce for some time, turned out to pose much greater or different risks 
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than EPA initially believed existed at the time the first PMN was submitted/reviewed? Were any of these chemicals 
subsequently regulated by States once these added/new risks became known? Any and all examples are welcome -I'm 
trying to turn my concerns about that House provision into a real world example if one or more exist. 

EPA Response: 
One of the major components of the fire retardant product Firemaster 550 came through the TSCA new 
chemicals program before all of the concerns for this class of chemicals had become clear. EPA regulated 
some aspects of its use (e.g., not allowing releases to surface water) but did not address others, such as 
human health hazards and potential exposure, that we would now flag for further assessment and action based 
on more recent information. 

Several states have either put restrictions on these chemicals, or have proposed to do so. For example, 
Minnesota enacted legislation to prohibit the manufacture, sale, offer for sale, or distribution for sale or use of 
children's products and furniture containing a minimum quantity of flame-retardant chemicals. California is 
currently reviewing flame retardants when used in furnishings or in building products, including ingredients in 
Firemaster 550, to investigate whether they should be subject to their Safer Consumer Product Regulations. 
This process in California is focused on determining if safer substitutes are available. 

This technical assistance is provided in response to a congressional request and is intended for use only by 
the requester. The technical assistance does not necessarily represent the policy positions of the agency and 
the administration on the bill language and comments. Please let me know.if any additional questions. Thanks, 
Sven · 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov] 
Sent: Friday, January 15, 2016 1:22 PM 
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> 
Subject: TA request- section 5 scope of preemption 

Sven 

I'm interested in seeing whether there are any real-world examples that could illustrate potential problems with House. 
scope of preemption for new chemicals. 

Are there examples of chemicals that EPA imposed some sort of restriction on (either through a PMN consent 
agreement with a single manufacturer or through a SNUR to all potential manufacturers of that chemical) that, after EPA 
qbtained more data once the chemical had been in commerce for some time, turned out to pose much greater or 
different risks than EPA initially believed existed at the time the first PMN was submitted/reviewed? Were any of these 
chemicals subsequently regulated by States once these added/new risks became known? Any and all examples are 
welcome - I'm trying to turn my concerns about that House provision into a real world example if one or more exist. 

Thanks 
Michal 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
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255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 

Connect with Senator Markey 

0 v •. ~ 
CG} 12::::SJ 
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Tillery, Loreto 

From: Kaiser, Sven-Erik 
Sent: 
To: 

.Cc: 

Thursday, March 10, 2016 12:05 PM 
'Black, Jonathan (Tom Udall)' 

Subject: 
Freedhoff, Michal (Markey); Deveny, Adrian (Merkley)· 
RE: Sen. Udall TSCA TA Request on User Fees 

Jonathan, 
Last year we provided to CBO that current EPA funded assessments can be up to $1 million each and current 
risk management actions can cost about $1.5 million each - adding up to the $2.5 million figure you asked 
about. At this point, we don't have any reason to change the estimates based on the various versions of the 
bills under consideration. Please let me know if any additional questions. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Black, Jonathan (Tom Ud_all) [mailto:Jonathan_Black@tomudall.senate.gov] 
Sent: Thursday, March 10, 2016 9:54 AM 
To: Kaiser, Sven-Erik 
Cc: Freedhoff, Michal·(Markey); Deveny, Adrian (Merkley) 
Subject: RE: Sen. Udall TSCA TA Request on User Fees 

We have it somewhere that it costs approx. $2.SM from start to finish (on average to evaluate a chemical 

and then regulate it). 

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov] 
Sent: Thursday, March 10, 2016 9:54 AM 
To: Black, Jonathan (Torri Udall) <Jonathan Black@tomudall.senate.gov> 
Cc: Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov>; Deveny, Adrian (Merkley) 
<Adrian Deveny@merkley.senate.gov> 
Subject: Sen. Udall TSCA TA Request on U~er Fees 

Jonathan - checking. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Black, Jonathan (Tom Udall) [mailto:Jonathan Black@tomudall.senate.gov] 
Sent: Thursday, March 10, 2016 9:53 AM 
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> 
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Cc: Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov>; Deveny, Adrian (Merkley) 
<Adrian Deveny@merkley.senate.gov> 
Subject: User Fees 

Sven, I'm trying to find T.A. that was already provided to mE; that explains the costs of risk evaluations and 
1 

regulations of chemicals. 

The only one I can find at the moment is this one. is there a way to track down other fee related T.A. that 

has been provided already? 
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Tillery, Loreto 

From: Kaiser, Sven-Erik 
Sent: 
To: 

Wednesday, February 17, 2016 2:49 PM 
'Karakitsos, Dimitri (EPW)' 

Subject: RE: SEPW TSCA budget request 

Dimitri - FY2016 Pres Bud request for CRRR was $56,304,000 and 239.2 FTE 

See p. 485 - http://www.epa.gov/sites/production/files/2015-
02/documents/epa_fy _ 2016_congressionaljustification. pdf 

Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) · 
Washington, DC 20460 
202-566-2753 

From: 'Karakitsos, Dimitri (EPW) [mailto:Dimitri_Karakitsos@epw.senate.gov] 
-Sent: Wednesday, February· 17, 2016 1:40 PM 
To: Kaiser, Sven-Erik 

· Subject: Re: SEPW TSCA budget request 

Thanks Sve~ - can you just give_ me the fy requested for 2016 as well? Not just.the enacted? 

No need for a call. 

From: Kaiser, Sven-Erik 
Sent: Wednesday, February 17, 20.16 1:33 PM 
To: Karakitsos, Dimitri (EPW) 
Subject: SEPW TSCA budget request 

Dimitri - below are the most recent budget numbers. - See p. 502 in the Congressional Justification -
http://www.epa.gov/sites/production/files/2016-02/documents/fy17-congressional-iustification.pdf. Let me know 
if you want to discuss - today is bad but Wendy could do something first thing tomorrow morning if helpful. 
Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) · 
Washington, DC 20460 
202-566-2753 

1 



Toxic Substances: Chemical Risk Revie·w and Reduction 
Program Area: Toxics Risk Revie\v and Prevention 

Goal: Ensrning the Safety of Chemicals and Preventing Pollution 
Objective(s): Ensure Chemical Safety 

(Dolhus in Thousands) 

n· 201s IT 2016 
Actuals. :Enacted 

E1rrir<m:l(1ent~lprogramt.& Jla11age1nem 
t· 

sjs,ss1J S58,711.1 

Total Budget Authority Obligations S5S,721.l S5S,554.0 

Total \Voi½years 225.l .23S.7 

From: "Karakitsos, Dimitri (EPW)" <Dimitri Karakitsos@epw.senate.gov> 
Date: February 17, 2016 at 11:00:09 AM EST 
To: Sven Kaiser <Kaiser.Sven-Erik@epamail.epa.gov> 
Subject: TSCA budget request 

FY 2017 Pres Bud 
n· 2011 '\". 

Pres Bud FY 2016 :Enacted 

; .. :S67,1s6.o 
.. 

S8 ··">li' . ,6:,.,() 

$67,1S6.0 SS,632.0 

248.7 10.0 

Sven; I keep seeing different numbers in what you all have· requested both this year and last year for TSCA (within the 
Chemical Risk Review and Reduction). In FY 17 for example I have seen the number $62.4 as well as $67.2. For FY 2016 I 
have seen both $69 million and $56.3 million. 

Can you all quickly get back to me on what exactly the budget request was last year for TSCA activities (even if it is 
within two programs) and what it is this year? 

Happy to talk with someone if it is helpful and easier to explain. 

Dimitri J. Karakitsos 
Majority Senior Counsel 
Senate Committee on 
Environment' and Public Works 
(202) 224-6176 
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Tillery, Loreto 

From: 
Sent: 
To: 
Subject: 

Kaiser, Sven-Erik 
Friday, March 18, 2016 10:35 AM 
Freedhoff, Michal (Markey) 
Re: TA request - section 14(c)(1) and (2) 

Michal- this I TA responds to the section 14(c){l) and (2) request. Please let me know if any questions. Thanks, 
Sven 

EPA' s read of the Senate-passed text is that EPA has to disclose everything in health and safety stud.ies even if 
. parts of those studies would qualify as CBI under FOIA. As we read ( c )(2), it merely provides that if protectable 
information is submitted along with un-protectable information, EPA must protect the former while disclosing 
the latter. For example, if a company submits a health and safety study along with a cover letter providing 
protectable process information that the company claims as CBI, (c)(l) and (2) read together require EPA to 
release the study and protect the letter (which, per earlier TA, EPA would do anyway). 
If 14( c )(2) were read to require protection of otherwise protectable information conrained in the health and · 
safety study, it would drain 14( c )(1) of any force. Under this reading, 14( c )(1) would provide only that 
information in a health and safety study that is not protectable under the 14(a) standard is not protectable, 
putting health and safety studies on the same footing as any other submission. 
You raise the issue of why 14( c )(1) is not already drained of force, given that 14( c )(2) is already present in the 
bill. Here's why not: 14(c)(2) only protects information that is already "eligible for protection under this 
section," and provides that eligible CBI does not lose that CBI protection simply by being juxtaposed with 
information that is not eligible for protection as CBI. But 14(c)(l) reflects a separate and logically prior 
determination that the information. included in the health and safety study is not eligible for protection under 
this section, and thus 14(c)(2) doesn't even become relevant. However, if the 14(c)(2) proviso (that the location 
of the CBI won't cause a loss of CBI protection) is incorporated back into 14(c)(l), then it could have the effect 
of neutralizing 14( c )( 1 ). 

On Mar 17, 2016, at 6:24 PM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> wrote: 

This is a continued question about (c){l) and (c){2), re-pasted below. 
Is EPA's read of Senate-passed text that it has to disclose everything in health and.safety studies even if parts of those 
studies would qualify as CBI under FOIA? If so, I don't understand why, given (c){2). If not, then why does thc;1t first 
"subject to para 2" change anything? 
Thanks 
Michal 

(a) Information Not Protected From Disclosure.-
(]) IN GENERAL-Notwithstanding subsections (al and (bfL [and subject to 

pa-ragraph'(i}T)[fvlF1hhe following information shall not be protected from disclosure: 
®_INFORMATION FROM HEALTH AND SAFETY STUDIES.-

ill IN GENERAL-Subject to clause (ii)-
.ill any health and safety study that is submitted under this Act with 

respect to-
(aa)any chemical substance or mixture that, on the date on which the study 

is to be disclosed, has been offered for commercial distribution; or 
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. (bb) any chemical substance or mixture for which-
(AA) testing is required under section 4; or (BB) a notification is 
required under section 

5; or 
illl any information reported to, or otherwise obtained by, the 

Administrator from a health and safety study relating to a chemical 
substance or mixture described in item (aa) or (bbl of subclause (l). 
illl EFFECT OF SUBPARAGRAPH.-Nothing in this subparagraph 

authorizes the release of any information that discloses-
ill a process used in the manufacturing or processing of a chemical 

substance or mixture; or 
illl in the case of a mixture, the portion of the mixture comprised by any 

chemical substance in the mixture. 
ifil OTHER INFORMATION NOT PROTECTED FROM 

DISCLOSURE.-The following information is not protected from disclosure under this 

ill For information submitted after the date cif enactment of the Frank 
R. Lautenberg Chemical Safety for the 21st Century Act, the specific identity of 
a chemical substance as of the date on which the chemical substance is first 
offered for commercial distribution, if the person submitting the information 
does not meet the requirements of subsection (dA risk evaluation conducted 
under section 6. · 

illl Any general information describing the manufacturing volumes, 
expressed as specific aggregated volumes or, if the Administrator determines 
that disclosure of specific aggregated volumes would reveal confidential 
information, expressed in ranges. 

llill A general description of a process used in the manufacture or 
processing and industrial, commercial, or consumer functions and uses of a 
chemical substance, mixture, or article containing a chemical substance or 
mixture, including information specific to an industry or industry sector that 
customarily would be shared with the general public or within an industry or 
industry sector. 

(2) MIXED CONFIDENTIAL AND NONCONFlDENTIAL 
INFORMATION.-Any information that is eligible for protection under this section and is 
submitted with information described in this subsection shall be protected from disclosure, if the 
submitter complies with subsection (d), subject to the condition that information in the submission 
that is not eligible for protection against disclosure shall be disclosed. 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 
Connect with Senator Markey 
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Tillery, Loreto 

From: Kaiser, Sven-Erik 
Sent: 
To: 

Monday, February 01, 2016 12:4:1 PM 
Fruci, Jean 

Subject: Re: TSCA ITC 

Jean, 
I'm away from my desk, will call in.30 min. Please see EPA's response to your question. 

Yes, the Interagency Testing Committee (ITC) still exists and meets twice a year to review federal data 
needs for chemicals to add to the Priority Testing List (PTL). When the ITC makes changes to the PTL, 
it sends a report to the EPA Administrator, who then publishes the report for public comment. Although 
the ITC did meet on a semi-annual basis in 2014-15, it did not recommend·any changes to the PTL. As a 
result, no report was published. The next ITC meeting is scheduled for March 2016. 
Please let me know if any additional questions. Thanks, 
Sven 

On Feb 1, 2016, at 12:27 PM, "Fruci, Jean" <Jean.Fruci@mail.house.gov> wrote: 

Sven: 

Any progress on this? Would you give me a call, please? 

Jean 

Jean Fruci, Ph.D. 
Committee on Energy & Commerce 
U.S. House of Representatives 
Washington, DC 20515 
202 225-4407 

· jean.fruci@mail.house.gov 

-----Original Message--,--­
From: Fruci, Jean 
Sent: Tuesday, January 26, 2016 4:50 PM 
To: 'Kaiser. Sven-Erik@epa.gov' <Kaiser. Sven-Erik@epa.gov> 
Subject: TSCA ITC 

Sven: 

I was doing some background work on the existing ITC. 

I see there are regular reports from the TSCA Interagency Testing Committee through Jan. 2014. Does the 
Committee still exist? Why were there no reports issued in 2015? 

Thanks. I hope you are surviving the snow storm. 
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Tillery, Loreto 

From: Kaiser, Sven-Erik 
Sent: 
To: 

Thursday, March 17, 2016 2:34 PM 
'Freedhoff, Michal (Markey)' 

Subject: RE: TSCA TA - Section 6 Issue 

Michal - are you referring to 26U)(4)? If so, that does not address the issue. 

The provision, allows EPA to continue section 6 work while the policies, procedures arid guidance required 
under the bill are being developed. But it does not address the issue of how the "partial" risk assessments or 
determinations that EPA is currently pursuing would fit into the new section 6 structure .. 

Please let me know if any questions. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov] 
Sent: Thursday, March 17, 2016 2:21 PM 
To: Kaiser, Sven-Erik 
Subject: Re: TSCA TA - Section 6 Issue 

Question - what about our section 26 language 

Michal Ilana Freedhoff, Ph.D. 

Director of Oversight and Investigations 

,Office of Senator Edward J. Markey (D-MA) 

From: Kaiser, Sven-Erik · 
Sent: Thursday, March 17, 2016 2:10 PM 
To: Freedhoff, Michal (Markey) 
Subject: TSCA TA - Section 6 Issµe 

Michal, 
In reviewing bill text (house and senate passed bills), EPA just discovered a technical issue that will have significant policy 
implications for EPA's ongoing work under Section 6. As currently drafted, both Senate and House bills could frustrate 
EPA's ability to timely manage risks that have been (or may be) identified in our current Work Plan risk assessments. 

As you know, EPA has been working on risk assessments (draft and final) for a number of chemical substances - TCE, 
NMP, MC, and 1-BP. These risk assessments have been scoped relatively narrowly, so as to focus the Agency's resources 
on uses most likely to present risk. EPA ·is not looking at all the conditions of use for these chemicals. 

This approach, which might be characterized as a partial risk evaluation or partial safety determination, we see as simply 
not contemplated under the Senate and House bills. The section 6 structure in both bills would require EPA to assess a 
chemical in its entirety, based on ill! conditions of use - not just a subset of those uses. 
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Should the House/Senate construct become law, the Agency would be left with a difficult choice in moving forward with 
our ongoing Work Plan assessment and rules. t:_ 

One option might be to move fqrward with finalizing the risk evaluation and regulating a subset of chemical uses. 
There's some risk that the new law would not support such an interpretation. Even if it would, the risk management 
deadline for the chemical would start ticking immediately. That means that EPA would be on the clock to expand the risk 
evaluation to cover remaining non-scoped uses, finalize those determinations, AND complete a rulemaking to manage 
any associated risks. For risk assessments that are draft or final, this appears to be the public policy preferred option: It's 
highly unlikely that EPA would be able to complete this work for non-scoped uses within the statutory timeframes. 

Alternatively, EPA could hold off on moving to risk management finalizing and spend additional time evaluating the full 
suite of uses. This would have the practical effect of allowing known risks to health or the environment (i.e., those 
identified in the narrowly-scoped assessment) to continue unregulated during this period. 

We'd welcome an opportunity to work with you on a drafting solution to this issue, but wanted to bring to your 
attention as soon as possible. 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753. 
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Tillery, Loreto 

From: Kaiser, Sven-Erik 
Sent: 
To: 

Wednesday, February 10, 2016 6:32 PM 
'Freedhoff, Michal (Markey)' 

Subject: RE: URGENT FW: Sen. Markey"TSCA TA - Senate section 4 

. Michal - If by "section 5 testing", you mean testing under the authority of section 4(a)(1)(A) to review a notice 
under S(d), then the answer is YES. Please let me know if any additional questions. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov] 
Sent: Wednesday, February 10, 2016 6:17 PM 
To: Kaiser, Sven-Erik . 
Subject: Re: URGENT.FW: Sen. Markey TSCA TA- Senate section 4 

Thanks. Confirming to be sure that this applies to section 5 testing too, when there is less information 
· available to EPA? 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight and Investigations 
Office of Senator Edward J. Markey (D-MA) 

From: Kaiser, Sven-Erik 
Sent: Wednesday, February 10, 2016 6:14 PM 
To: Freedhoff, Michal (Markey) 
Subject: FW: URGENT FW: Sen. Markey TSCA TA - Senate section 4 

Michal, 
Below is the last piece of urgent TA on Senate section 4. The other TA requests are in process. Thanks, 
Sven · 

· Someone has just proposed the following savings clause to be added to the end of section 4. I do not know whether it is 
truly conforming and am also not sure what it is intended to accomplish. Can you pis check it out? 

(b) Conforming Amendment.-Section 104(i)(S)(A) of the ComprehensiveJAll Environmental Response; Compensation, 
and Liability Act of 1980 {42 U.S.C 9604{i)(S)(A)) is amended in the third sentence by inserting "(as in effect on the day 
before the date of enactment of the Frank R. Lautenberg Chemical Safety for the 21st Century Act)" after "Toxic 
Substances Control Act[A2] ". 

EPA Response: Compared to the bill language passed out o.f the Senate, this proposal would raise the bar for 
EPA to require testing under Section 4, requiring the Agency to find both a "reasonable basis of concern about 
the potential risk" AND that testing is necessary for one of the specified purposes in 4(a)(1 )(A)-(D). The bar for 
testing is still lower than current law, which requires a finding that a chemical either "may present an 
unreasonable risk" or has substantial volume/exposure·. Moreover,· EPA is finding it difficult to imagine a 
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scenario in which there would be such an absence of chemical data (or any other scenario) as to perpetuate 
the catch-22. 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 204.60 
202-566-2753 

Conforming amendment that came up in discussions. 
I'm not familiar with this - who brought it up? 

2 



Tillery, Loreto 

From: 
Sent: 
To: 
Subject: 

Kaiser, Sven-Erik 
Wednesday, February 10, 2016 5:20 PM 
'Freedhoff, Michal (Markey)' 
RE: URGENT FW: Sen. Markey TSCA TA - Senate section 4 

Michal - a clarification on the earlier TA below The suggested bill text refers to the 3rd sentence in the relevant 
provision of CERLA, but it's actually the fourth. Here's the revised proposed response, with that added. 

Assuming this would be a change to the Senate bill, this seems appropriate and truly conforming. We note, though, that 
the proposed language indicates that it is changing the third sentence in the CERCLA provision, but the relevant 
language is actually in the fourth sentence. 

Assuming we have that right: the provision of CERCLA that would be amended requires ATSDR, before embarking on a 
program of chemical testing, to "consider the recommendations of the ITC under section 4(e) of TSCA on the types of 
research that should be done." This amendment would add "as in effect on the day befor~ the date of enactment of' 
FRL after "TSCA". This seems appropriate, because TSCA as revised by the senate bill would no longer have a provision 
authorizing the ITC, and the new section 4(e) would have nothing to do with the ITC. 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

· Michal - below is additional TA on the section 4 question. We're still working on the other question and we'll 
get you that as soon as possible. Thanks, 
Sven 

Assuming this would be a change to the Senate bill, this seems appropriate and truly conforming. The provision of 
CERCLA being amended requires ATSDR, before embarking on a program of chemical testing, to "consider the 
recommendations of the ITC under section 4(e) of TSCA on the types of research that should be done." This amendment 
would add "as in effect on the day before the date of enactment of' FRL after "TSCA". This seems appropriate, because 
TSCA as revised by the senate bill would no longer have a provision authorizing the ITC, and the new section 4(e) would 
have nothing to do with the ITC. 

Someone has just proposed the following savings clause to be added to the end of section 4. I do not know whether it is 
truly conforming and am also not sure what it is intended to accomplish. Can you pis check it out? 

(b) Conforming Amendment-Section 104(i)(5)(A) of the :co'mprehensive[Al] Environmental Response, 
Compensation, and Liability Act of 1980 (42 U.S.C. 9604(i)(5)(A)) is amended in the third sentence by inserting "(as in 
effect on the day before the date of enactment of the Frank R. Lautenberg Chemical Safety for the 21st Century Act)" 
after "Toxic Substances Control !Act[A2] ". 

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov] 
Sent: Wednesday, February 10, 2016 3:39 PM 
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To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> 
Subject: RE: Sen. Markey TSCA TA - Senate section 4 

Sven, it would be gre1:1t to get the rest of the section 4 stuff before 4:30. Thank you. 

Michal Ilana freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 

Connect with Senator Markey 

~ 
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Section 4(f) says "if EPA thinks something is super dangerous, regulate it quickly or tell 
everyone why there is no unreasonable risk". 

Does EPA believe that it could decide not to regulate the super dangerous thing because it would 
be too expensive to do so, or does it believe that "unreasonable risk" is solely risk-based? 

EPA Response: We believes that an unreasonable risk determination in section 4(f) 
of current TSCA would factor in costs as well as benefits. Such a determination 
would not be solely risk-based .. 

Do you believe that the exclusion of costs in 4(f) that I sent you in the file yesterday in this 
section is needed to maintain consistency with the rest of the bill? 

·EPA Response: We believe the exclusion;.of-costs language would be important to 
· ensure·consistency with the rest of the bill. 

Do you believe that, ifwe exclude costs as drafted in the document sent yesterday, thatEPA 
·. would still be required to consider costs when developing regulatory action? If not, how would 
EPA draft4(f) that 1) does not remove the words "unreasonable risk" and substitute another 
standard and 2) ensures that costs are considered as appropriate when regulating, but not when. 
deciding WHETHER to regulate. 

EPA Response: We believe that EPA would be required to consider costs when 
developing regulatory action to the extent cost consideration is required by section 
5, 6 or 7 as modified by the Senate bill, even if cost is eliminated as a consideration 
under section 4(f). In fact, we believe the elimination of cost considerations from the 
unreasonable risk judgment in section 4(f) would be consistent with _the usage of 
"unreasonable risk" in sections 5, 6 and 7. As we interpret those sections, and the 
definition of the safety standard in section 3, cost is not a factor in judgments about 
wheth~r a risk is unreasonable. EPA must nonetheless consider cost !n its risk 
management decisions.· For example, under section 6, EPA would to consider cost 
and other factors in determining the most appropriate restrictions ,to eliminate any 
unreasonable risk, but the determination of whether any remaining risk is 
unreasonable would be made without regard to cost. In addition, under section 6, 
EPA could consider cost in deciding whether to issue exemptions under section 
6(d)(5). 

We note that sections 5 and 6 in S bill now require an affirmative finding on the part of EPA. 
Would one solution be to end the sentence in 4(f)(2) after "5,6 or 7" and then go to ''.For good 
cause"? 

EPA Response: Per the answer to -the question above, we do not see a problem with 
the drafting that needs to be solved. And we believe implementation issues could be 
created by dropping the text you suggest from .section 4(f). Without that text, EPA 
would be required to take action under section 5, 6 or 7 for every chemical for 
whkh information "indicates to the Administrator that there may he a reasonable 



basis to conclude that [the] chemical substance or mixture presents or will present a 
significant risk of serious or widespread harm to human beings" ( emphasis added). 
This finding is a tentative one, and the standard - significant risk - is different from 
"unreasonable risk". Thus, it is not clear that every chemical for which this 
tentative finding was made would be determined to warrant action under section 5, 
6 or 7 upon more comprehensive review. 

More generally, has this provision ever been used and when? 

EPA Response: EPA used this provision in 1984 for formaldehyde. 



This language is provided by EPA as technical assistance in response to a congressional request. The 
technical assistance is intended for use only by the requester. The technical assistance does not 
necessarily represent the policy positions of the agency and the administration on the bill, the draft 

· language and the comments. 

TSCA TA on animal testing in the manager's amendment version ofS.697 

SEC. 5. TESTING OF CHEMICAL SUBSTANCES OR 
MIXTURES. 

(a) In General.-Section 4 of the Toxic Substances Control Act (15 U.S.C. 2603) is 
amended-

* 

* 

* * 

~(3) by inserting before subsection (f) (as so redesig1-1ated) the following: 

* * 
"(c) Reduction of Testing on Vertebrates.;-

"(I) IN GENERAL-The Administrator shall minimize, to the extent practicable, the use of 
vertebrate animals in testing of chemical substances or mixtures, by-

"(A) e1-1eouragi1-1g and facilitati11g prior to making a request or adopting a 
requirement for testing using verte_brate animals, taking into consideration, as 
appropriate and to the extent practicable, reasonably available-

"(i) toxicity information; 

"(ii) compu.tationat.toxicology and bioinformatics; 

** 1 "'(iii) hig!J:throughput screening methods and the prediction models of 
those methods; and 

** 2 ·'(iv) scientifically reliable and relevant alternatives to tests on animals that 
would provide equivalent information,; 

"(B) encouraging and facilitating-

·'(i) the use of integrated and tiered testing and assessment strategies; 

"(ii) the use o°fbest available science in existence on the date on which the test 
is conducted; 

"(iii) the use oftest methods that eliminate or reduce the use ofmJ:iii'fIDi while 
providing information of high scientific quality; · 

··(iv) the grouping of2 or more chemical substances into scientifically 
appropriate categories in cases in which testing of a chemical substance would 
provide reliable and useful information on other chemical substances in the 
category: 

"(v) the formation of industry consortia to jointly conduct testing to avoid 
unnecessary duplication of tests; and 

"(vi) the submission of information from-



This language is provided by EPA as technic'al assistance in response to a congressional request. The 
technical assistance is intended for use only by the requester. The technical assistance does not 
necessarily represent the policy positions of the agency and the administration on the bill, the draft 
language and the comments. 

·'(I) l!lii~i{ studies; and 

"(II) emerging methods and models; and 

--···-···-·---·--·····-·-----·----·-·----·--·-· ·---- -······-----··-·-·--··--·--
~"(C) funding research and validation studies to reduce, refine, and replace the 

use of@i.li1'ra.fftests. in accordanc_~ with th_is Sll~section, _ . . _ .. -"' ·· · ·j Commented [GB 1 ]: Although the three preceding 

! "(2) IMPLEMENTATION OF ALTERNATIVE TESTING METHODS.-To promote the 
development and timely incorporation of new testing methods that are not based on 
vertebrate animals, the Administrator shall-

··(A) not later than 2 years after the date of enactment of the Frank R. Lautenberg 
Chemical Safety for the 21st Century Act, develop a strategic plan to promote the 
development and implementation of alternative test methods and testing strategics to 
generate information under this title that can reduce, refine, or replace the use of 
vertebrate animals, including toxicity pathway-based risk assessment, in vitro studies, 
systems biology, computational toxicology, bioinformatics, and high-throughput 
screening; 

·'(B) as practicable, ensure that the strategic plan developed under subparagraph (A) 
is reflected in the development of requirements for testing under this section; 

"(C) identify in the strategic plan developed under subparagraph (A) particular 
alternative test methods or testing strategies that do not require new ve.rtebrate animal 
testing and are scientifically reliable, relevant, and capable of providing information of 
equivalent scientific reliability and quality to that which would be obtained from 
vertebrate animal testing; 

"(D) provide an opportunity for public notice and comment on the contents of the 
plan developed under subparagraph (A), including the criteria for considering scientific 
reliability, relevance, and equivalent information and the test methods and strategies 
identified in subparagraph (C); 

··(E) beginning on the date that is 5 years after the date of enactment of the Frank R. 
Lautenberg Chemical.Safety for the 21st Century Act and every 5 years thereafter, 
submit to Congress a report that describes the progress made in implementing this 
subsection and goals for future alternative test methods implementation; 

·'(F) fund and carry out research, development, performance assessment, and 
translational studies to accelerate the development of test methods and testing 
strategies that reduce, refine, or replace the use of vertebrate animals in any testing 
under this title; and 

·"(G) identify synergies with the related information requirements of other 
jurisdictions to minimize the potential for additional or duplicative testing. 

"'(3) CRITERIA FOR ADAPTING OR WAI YING ~ [J'EST!Na: REQUIREME1'Jrs.:-:-:-:0n r~ques! 
from a manufacturer or processor that is required to conduct testing of a chemical substance 
or mixture on vertebrate animals under this section, the Administrator may adapt or waive 
the requirement, if the Administrator determines that-

1 references are to uanimalsn generally, I assume we would 
I undertake these activities only to the extent they related to 
j testing of vertebrates, since these commands fall under the 
i general command in (c)(l) to take steps to minimize use of 

I 
I 

l_v~.~.~~rate~···-···-- --·- ____ ---·--·-··-·------ ·-------·-···-- --··-··- _ __, 

(""" ---- .. ~·--------- ···--·-·--···---------···--· ~ 

i Commented [GB2]: Innocuous, in view of more specific / 

l_1a.~guage ·i··"· text._-·-··-------··--··-· · -· -····-·---·-·-" ________ _j 



r-
This language is provided by EPA as technical assistance in response to a congressional request. The 
technical assistance is intended for use only by the requester. The technical assistance does not 
necessarily represent the policy positions of the agency and the administration on the bill, the draft 
language and the comments. 

·'(A) there is sufficient evidence from several independent sources of information to 
support a conclusion that a chemical substance or mixture has, or does not.have, a · 
particular property if the information from each individual source alone is insufficient 
to support the conclusion; 

·'(B) as a result of I or more physical or chemical properties of the chemical 
substance· or mixture or other toxicokinetic considerations-

"(i) the substance cannot be absorbed; or 

''(ii) testing for a specific endpoint is technically not practicable to conduct; or 

"(C) a chemical substance or mixture cannot be tested in vertebrate·animals at 
concentrations that do not result in significant pain or distress, because of physical or 
chemical properties of the chemical substance or mixture, such as a potential to cause 
severe corrosion or severe irritation to the tissues of the animal. 

"(4) VOLUNTARY TESTING.-

"(A) INpENERAI.!,-Any person developing information for submission under this 
title on a voluntary basis and not pursuant to any request or requirement by the 
Administrator shall first attempt to develop the information by means ofan alternative 
or mjfiI'!} test method or testing strategy that the Administrator has determined 
under paragraph (2)(C) to be scientifically reliable, relevant, and capable of providing 
equivalent information, before conducting new~-

·'(8) EFFECT OF PARAQRAPH.-Nothing in this paragraph-

·'(i) requires the Administrator to review the basis on which the person is 
conducting testing described in subparagraph (A); 

"(ii) prohibits the use of other test methods or testing strategies by any person 
for purposes other than developing information for submission under this title on 
a voluntary basis: or 

"'(iii) prohibits the use of other test methods or testing strategies by any person, 
subsequent to the attempt to develop information using the test methods and 
testing strategies identified by the Administrator under paragraph (2)(C). 

r---c-. -. ----- . ---------\ ... · ·· · 1 Commented [GB3]:.The two highlighted references i 
i below seem more likely to be ·substantive than the l 
j preceding referenc~s to "an1malsn, since the text seems to ) 

I flatly ban new animal testing '!'ith. out first h~ving tried to. j 
develop info using nonanimal methods that EPA has , · 1 

! sa~ctioned.' That said: 1. It's not our problem ·but industry's,.! 
I since (B)(i) makes clear that this provision imposes no I· 
II obligation on EPA; and 2. Since the entire subsection is ' ·, I 

titl¢d "reduction oftesting on vertebrates\ there might be , 
! an argument that this provision should be limited to · l vertebrate testing despite its plain language. . -----



Tillery, Loreto 

From: 
Sent: 
To: 
Subject: 

Kaiser, Sven-Erik 
Tuesday, March 01, 2016 7:08 PM 
Michal_Freedhoff@markey.senate.gov 
Sen. Market TSCA TA request- Senate section 5 

Michal - this responds to your request on sect 5. Please let me know if any questions. Thanks, 
Sven. 

The proviso under discussion is unnecessary. A section 5 consent agreement generally does not impose testing 
requirements. See the sample at: http://www.epa.gov/sites/production/files/2016-
0l/documents/co all purpose preamble and consent order combined 1-5-2016.pdf at page 6. The order imposes 
restrictions on the manufacturing, processing, distribution in commerce, use, and disposal of a chemical substance, 
which continue until such time as EPA receives particular test data. If manufacture never commences in the first place, 
then there would generally be no testing obligations under the consent agreement. In the event that testing obligations 
were directly incorporated into a section 5 consent agreement, the parties to the agreement would riot need statutory 
authorization to negotiate mutually agreeable terms for the termination of such testing obligations (in the event that 
manufacture never commences), as part of the original development of the consent agreement.The proviso under 
discussion could also be harmful. It would entitle a prospective manufacturer to renegotiate or litigate the terms of an 
existing consent agreement at any point prior to the commencement of manufacture, simply by withdrawing the PMt-:J 
that was the basis for the consent agreement and then resubmitting the PMN for a fresh 90-day review. Consent 
agreements would not provide the same assu_rance of repose for EPA, at least until such time as EPA had made the key 
~erms of the consent agreement generally binding by incorporating them into a Significant New Use Rule. 

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov> 
Date: February 29, 2016 at 2:24:31 PM ES 
To: "Sven-Erik Kaiser (Kaiser.Sven-Erik@epamail.epa.gov)" <Kaiser.Sven-Erik@epamail.epa.gov> 
Subject: TA request- Senate section 5 

Sven 
Last week I asked you what would happen to a test order/consent agreement under section 5 in the event that a PMN 
was withdrawn, and your response was that there would be no reason for it to continue in effect and EPA had authority 
to withdraw it. 

The same question has now arisen about an instance in which EPA has entered into a section 5 consent agreement with 
the PMN submitter and the submitter then withdraws the PMN before submitting a NOC. The question is whether to 
add a "cease in effect" provision to capture both the section 4 and the section 5 consent agreement scenarios. Is there 
any circumstance EPA can think of that would make it wish to keep a section 5 consent agreement in effect on a PMN 
submitter even after the PMN is withdrawn? 

Pasting the relevant language below in case it is helpful. 
Michal 

(e) Notice ofCommencemen't.-

(1) IN GENERAL-Not later than 30 days after the date on which a manufacturer 
that has submitted a notice under subsection (b) commences nonexempt commercial 
manufacture of a chemical substance, the manufacturer shall submit to the Administrator a 
notice of commencement that identifies-
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(A) the name of the manufacturer; and 
(8) the initial date of nonexempt commercial manufacture. 

(2) WITHDRAW AL.-A manufacturer or processor that has submitted a notice under 
subsection (b ), but that has not commenced nonexempt commercial manufacture or 
processing of the chemical substance, may withdraw the notice. A consent agreement or 
order issued pursuant to Section 4 [and subsection (d)(3)(A)(i)(l)] shall cease to have legal 
effect on the date the notice is withdrawn. 

Michal Ilana Freedhoff, Ph.D. 

Director of Oversight & Investigations 

Office of Senator Edward J. Markey 

255 Dirksen Senate Office Building 

Washington, DC 20510 

202-224-2742 

2 



Tillery, Loreto 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Michal, 

Kaiser, Sven-Erik 
Wednesday, March 16, 2016 1 :13 PM 
Michal_Freedhoff@markey.senate.gov 
Sen. Markey Request on Revised section 14 
Comprehensive TA on Senate Sec 14 - March 16.docx; ATT00001.htm; 03-15-16PMTSCA 
- Bicam, EPA.docx; ATT00002.htm 

Attached is our TA on the pew text you asked us to review. Also attached is our remaining TA on section 14, with respect 

to issues not affected by the new text. Note that we have added a couple of comments not in the last version of section 

14 we sent you, which we have picked up on during this latest review. 

Please let me know if any additional questions. Thanks, 

Sven 

·Sven-Erik Kaiser 

U.S.EPA 

Office of Congressional and Intergovernmental Relations 

1200 Pennsylvania Ave., NW (1305A) 

Washington, DC 20460 

202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Mi'chal Freedhoff@markey.senate.gov] 
Sent: Tuesday, March 15, 2016 7:18 PM · 
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> 
Subject: section 14 

·sven 

Thanks very much for all your rapid assistance today! Attached is a new draft of section 14. Not all changes 
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SEC. 14. CONFIDENTIAL INFORMATION. 
Section 14 of the Toxic Substances Control Act (15 U.S.C.2613) is amended to read as 

follows: 

"SEC. 14. CONFIDENTIAL INFORMATION. 
"(a) In General.-Except as otherwise provided in this section, the Administrator shall not 

disclose information that is exempt from disclosure pursuant to subsection (a) of section 552 of 
title 5, United States Code, under subsection (b)(4) of that section-

·'( I) that is reported to, or otherwise obtained by, the Administrator under this Act; and 

, "(2) for which the requirements of subsection ( d) are met. 

"(b) Information Generally Protected From Disclosure.-The following information specific 
to, and submitted· by, a manufacturer, processor, or distributor that meets the requi~ements of 

~ubsectioiis (a) ~i:t.d (c!)~h.a..!I ,~e. P.~~~!:!~e..c!.!o.~.e. p~2!e.~!~.c!f~C?_l11.c!~scls>_~~-r.{ S_l!bje_c!to_ th.e.., ........... . 
condition that nothing in this Act prohipits the disclosure of any such information; or information 
that is the s~bjecf of subsection (g)(3), tllrough cliscovery, subpoena, other court order, or any 
other judicial process othenyise allowed .under appljcable Federal or .State la\,,L ....................... . 

·'(I) Specific information describing the processes·used in manufacture or processing of a 
chemical substance, mixture. or article. 

·'(2) Marketing and sales information. 

"(3) Information identifying a supplier or customer. 

·'(4) Details of the full composition of a mixture and the respective percentages of 
constituents. 

·'(5) Specific information regarding the use, function, or application ofa chemical 
substance or mixture in a process, mixture, or product. 

"(6) Specific production or import volumes of the manufacturer and SfJecific. 

"(7) Specific aggregated volumes across manufacturers, if the Administrator determines 
that disclosure of the specific aggregated volumes would reveal confidential information. 

~"(8) Except as otherwise provided in this section, the speci tic identity of a chemical 
substance prior to the date on \vhich the chemical substance is first offered for commercial 
distribution, including the chemical name, molecular formula, Chemical Abstracts Service 
number, and other information that would identify a specific chemical substance, if if--

~ the specific identity was claimed as confidential information at the time it was 
submitted in a notice under section 5;-ana 

"(8) the claim 

·'(i) is not s1:1~eet to an exeef)tion t1nder s1:1bseetion (e); or 

"(ii) has not s1:1bseq1:1ently been withdravm or fe1:1nd by the Administrator not to warrant 
fJFOteetion as confidential information 1:1nder s1:1bseetion (t)(2) or (g). · 

"(c) Information Not Protected From DiseI0s1:1Fe. }lotwithstanding Disclosure.-
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"(1) IN GENERAL.-Notwithstanding subsections (a) and (b), the following information 
shall not be protected from disclosure: 

:+!-:}"(A) INFORMATION FROM HEALTH AND SAFETY STUDIES.-

~"(i) IN GENERAL-Subject to subparagraph (B), subseetion (a) does not 
prohibit the diselosure of clause (ii)-

:.:fi1"(1) any health and safety study that is submitted under this Act with 
respect to-

~"(aa) any chemical substance or mixture that, on the date on 
which the study is to be disclosed, has been offered for commercial 
distribution; or 

"flij"(bb) any chemical substance or mixture for which­

~"(AA) testing is required under section 4; or 

~"(BB) a notification is required under section 5; or 

~"(II) any information reported to, or otherwise obtained by, the 
Administrator from a health and safety study relating to a chemical substance 
or mixture described in subelause (I) or (II) ofelause (i). item (aa) or (bb) of 
subclause (I). 

~"(ii) EFFECT OF PARAGRAPH. }JOTIIING SUBPARAGRAPH.-Nothing in 
this paragraph subparagraph authorizes the release of any information that 
discloses-

:.:fi1"(1) a process used in the manufacturing or processing of a chemical 
substance or mixture; or 

~"(II) in the case of a mixture, the portion of the mixture comprised by 
any chemical substance in the mixture. 

* 4 ''(2) Certain requests. If a request is made to the Administrator under seetion 
552(a) of title 5, United States Code, for information that is deseribed in paragraph ( I) 
that is not deseribed in paragraph (l)(B), the Administrator may not den)· the request 
on the basis of seetion 552(b)(4) of title 5, United States Code. 

'+.B"(B) OTHER INFORMATION NOT PROTECTED FROM DISCLOSURE. Tl IE 
FOLLOWING INFORMATION IS NOT PROTECTED rROM DISCLOSURE UNDER TIIIS SECTION: 
DISCLOSURE.-

~"(i) For information submitted after the date of enactment of the Frank R. 
Lautenberg Chemical Safety for the 2 I st Century Act, the specific identity of a 
chemical substance as of the date on which the chemical substance is first offered 
for commercial distribution, if the person submitting the information does not 
meet the requirements of subse~tion (d).l _ _ __ __ ____ ___ _ _ _ __ __ ______ _ _ ____________ _ 

~"(ii) A safety assessment developed, or a safety determination made, under 
section 6. 
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~"(iii) Any general information describing the manufacturing volumes, 
expressed as specific aggregated volumes or, if the Administrator determines that 
disclosure of specific aggregated volumes would reveal confidential information, 
expressed in ranges. 

~"(iv) A general description of a process used in the manufacture or 
processing and industrial, commercial, or consumer functions and uses of a 
chemical substance, mixture, or article containing a chemical substance or 
mixture, including information specific to an industry or industry sector that 
customarily would be shared with the general public or within an industry or 
industry sector. 

~"(2) MIXED CONFIDENTIAL AND NONCONFIDENTIAL INFORMATION .-Any information 
that is otherwise eligible for protection under this section and eoHtaiHed iH a submissioH of 
is submitted with information described in this subsection shall·be protected from 
disclosure, if the submitter complies with subsection (d), subject to the condition that 
information in the submission that is not eligible for protection against disclosure shall be 
disclosed. · · 

~"(3) BAN OR PHASE-OUT.-lf the Administrator promulgates a rule pursuant to 
section 6(d) that establishes a ban or phase-out of the manufacture, processing, or 

· distribution in commerce ofa chemical substance, su~ject to paragraphs (2), (3), and (4) of 
subsection (g), any protection from disclosure provided under this section with respect to 
the specific identity of the chemical substance and other information relating to the 
chemical substance shall no longer apply. 

** 4 ~"(4) CERTAIN REQUESTS.-lf a request is made to the Administrator under 
section 552(a) of title 5, United States Code, for information that is deseribed iR paragraph 
(I) that is Rot deseribed iR paragraph (l)(B) subject to disclosure under this subsection, 
the Administrator may not deny the request on the basis of section 552(b)(4) of title 5, 
United States Code. 

"(d) Requirements for Confidentiality Claims.­

"( I) ASSERTION OF CLAIMS.-

·'(A) IN GENERAL-A person seeking to protect any information submitted under 
this Act from disclosure (including information described in subsection (b)) shall assert 
to the Administrator a claim for protection concurrent with submission of the 
information, in accordance with such rules regarding a claim for protection from 
disclosure as the Administrator has promulgated or may promulgate pursuant to this 
title. 

"(B) lNCLUSION.-An assertion of a claim under subparagraph (A) shall include a 
statement that the person has-

"(i) taken reasonable measures to protect the confidentiality of the information; 

"(ii) determined.that the information is not required to be disclosed or 
otherwise made available to the public under any other Federal law; 

"'(iii) a reasonable basis to conclude that disclosure of the information is lik(;ly 
to cause substantial harm to the competitive position of the person; and 



·'(iv) a reasonable basis to believe that the information is not readily 
discoverable through reverse engineering. 

·'(C) SPECIFIC CHEMICAL IDENTITY.-ln the case of a claim urider subparagraph (A) 
for protection against disclosure of a specific chemical identity, the claim shall include 
a structurally descriptive generic name for the chemical substance that the 
Administrator may disclose to the public, subjectto the condition that the generic name 
shall-

"(i) OOHferm be consistent with guidance preseribed issued by the 
Administrator under paragraph (3)(A); and 

"(ii) describe the chemical structure of the substance as specifically as 
practicable while protecting those features of the chemical structure-

"(!) that are considered to be confidential; and 

"(II) the disclosure of which would be likely to cause substantial harm to 
the competitive position of the person. 

"(D) PUBLIC INFORMATION.-No person may assert a claim under this section for 
protection from disclosure of information that is already publicly available. 

·'(2) ADDITIONAL REQUIREMENTS FOR CONFIDENTIALITY CLAIMS.-Except for information 
described in paragraphs (I) through (7) of subsection (b ), a person asserting a claim to 
protect information from disclosure under this Act shall substantiate the claim, in 
accordance with the rules promulgated and consistent with the guidance issued by the 
Administrator. 

"(3) GUIDANCE.-The Administrator shall develop guidance regarding-

"(A) the determination of structurally descriptive generic names, in the case of 
claims for the protection against disclosure of specific chemical identity; and 

"'(B) the content and form of the statements of need and agreements required under 
paragraphs (4), (5), and (6) of subsection (e). 

·'(4) CERTI~ICATION.-An authorized official ofa person described in paragraph (I)(A) 
shall certify that the information that \clas been submitted is statement required to assert a 
claim submitted pursuant to paragraph (1)(8) and any information required to 
substantiate a claim submitted pursuant to paragraph (2) are true and correct. 

"(e) Exceptions to Protection From Disclosure.-lnformation described in subsection (a)­

"(!) shall be disclosed if the information is to be disclosed to an officer or employee of 
the United States in connection with the official duties of the officer or employee-

"'(A) under any law for the protection of health or the environment; or 

"(B) for a specific law enforcement purpose; 

"(2) shall be disclosed if the information is to be disclosed to a contractor of the United 
States and employees of that contractor-

"(A) if, in the opinion of the Administrator, the disclosure is necessary for the 
satisfactory performance by the contractor of a contract with the. United States for the 



performance of work in connection with this Act; and 

"(B) subject to such conditions as the Administrator may specify: 

"(3) shall be disclosed if the Administrator determines that disclosure is necessary to 
protect health or the environment; 

''(4) shall be disclosed if the information is to be disclosed to a State or political 
subdivision of a State, on written request, for the purpose of development, administration, 
or enforcement of a law, if a:-
~ I or more applicable agreements with the Admini~trator that eeH-ffifffi are consistent 

with the guidance issued under subsection (d)(3)(B) ensure that the recipient will take 
appropriate measures, and has adequate authority, to maintain the confidentiality of the 
information in accordance with procedures comparable to the procedures used by the 
Administrator to safeguard the information;--aoo 

·'(B) ti-le Administrator notifies the person ti-lat s1:1bmitted ti-le information ti-lat ti-le 
information I-las been diselosed to ti-le State or politieal s1:1bdivision of a State; 

''(5) shall be disclosed ifa health or environmental professional employed by a Federal or 
State agency or a treating physician or nurse in a nonemergency situation provides a written 
statement of need and agrees to sign a written confidentiality agreement with the 
Adminis~rator, sul:!ject to the conditions that-

"(A) the statement of need and-confidentiality agreement shall eonform are 
consistent with the guidance issued under subsection ( d)(3)(B); 

"(B) the written statement of need shall be a statement that the person has a 
reasonable bas~s to suspect that-

"(i) the information is necessary for, or will assist in-

"(I) the diagnosis or treatment of I or more individuals; or 

"(II) responding to an environmental release or exposure; and 

"(ii) I or more individuals being diagnosed or treated have been exposed to the 
chemical substance concerned, or an environmental release or exposure has 
occurred; and 

"(C) the confidentiality agreement shall provide that the person will not use the 
information for any purpose other than the health or environmental needs asserted in 
the statement of need, except as otherwise may be authorized by the terms of the 
agreement or by the person submitting the information to the Administrator, except 
that nothing in this Act prohibits the disclosure of any such information through 
discovery, subpoena, other court order, or any other judicial process otherwise allowed 
under applicable Federal _or State law; 

"(6) shall be disclosed if in the event of an emergency, a treating physician, nurse, agent 
of a poison control center, public health or environmental official of a State or political 
subdivision of a State, or first responder (including any individual duly authorized by a 
Federal agency, State, or political subdivision of a State who is trained in urgent medical 
care or other emergency procedures, including a police officer, firefighter, or emergency 



medical technician) requests the information, subject to the conditions that-

"(A) the treating physician, nurse, agent, public health or environmental official of a 
State or a political subdivision of a State, or first responder shall have a reasonable 
basis to suspect that-

"(i) a medical or public health or environmental emergency exists; 

·'(ii) the information is necessary for, or will assist in, emergency or first-aid 
diagnosis or treatment; or 

"(iii) 1 or more individuals being diagnosed or treated have likely been exposed 
to the chemical substance con~erned, or a serious environmental release of or 
exposure to the chemical substance concerned has occurred; 

"(B) if requested by the person submitting the information to the Administrator, the 
treating physician, nurse, agent, public health or environmental official of a State or a 
political subdivision of a State, or first responder shall, as described in paragraph (5)-

"(i) provide a written statement of need; and 

''(ii) agree to sign a confidentiality agreement; and 

''(C) the written confidentiality agreement or statement of need shall be submitted as 
soon as practicable, but not necessarily before the information is disclosed; 

"(7) may be disclosed if the Administrator determines that disclosure is relevant in a 
proceeding under this Act, subject to the condition that the disclosure shall be made in such 
a manner as to preserve confidentiality to the maximum extent practicable without 
impairing the proceeding; 

"(8) shall be disclosed if the information is to be disclosed, on written request of any duly 
authorized congressional committee, to that committee; or 

"(9) shall be disclosed if the information is required to be disclosed or otherwise made 
public under any other provision of Federal law. 

"(t) Duration of Protection From Disclosure.-

''( 1) IN GENERAL.-

''(A) INFORMATION PROTECTED NOT SUBJECT TO TIME LIMIT FOR PROTECTION 
FROM DISCLOSURE.-Subject to paragraph (2), the Administrator shall protect from 
disclosure information described in subsection (b) that meets the requirements of 
subsectien (a) fer a periea ef 10 years, unless, prier te the eKpiratien of the periea 
subsections (a) and (d), unless-

·'(i) an affeetea persen "(i) the person that asserted the claim notifies the 
Administrator that the person is withdrawing the eenfiaentiality claim, in which 
case the Administrator shall promptly make the information available to the 
public; or 

·'(ii) the Administrator otherwise becomes aware that the neea fer preteetie~ 
from diselesure ean no longer be substantiated information does not qualify or 
no longer qualifies for protection against disclosure under subsection (a), in 
which case the Administrator shall take #le any actions aeseribea in required 



under subsection (g)(2). 

"(8) INFORMATION SUBJECT TO TIME LIMIT FOR PROTECTION FROM 
DISCLOSlJRE.-Subject to paragraph (2), the Administrator shall protect from 
disclosure information, other than information described in subsection (b), that 
meets the requirements of subsections (a) and (d) for a period of JO years, unless, 
prior to the expiration of the period-

"(i) the person that asserted the claim notifies the Administrator that the 
person is withdrawing the claim, in which case the Administrator shall . 
promptly make the information available to the public; or 

"(ii) the Administrator othenvise becomes aware that the information does 
not qualify or no longer qualifies for protection against disclosure under 
subsection (a), in which case the Administrator shall take any actions 
required under subsection (g)(2). 

"(C) EXTENSIONS.-

"(i) IN GENERAL.-Not later than the date that is 60 days before the expiration 
of the period described in subparagraph W(B), the Administrator shall provide to 
the person that asserted the claim a notice of the impending expiration of the 
period. 

"'(ii) STATEMENT.-

''(!) IN GENERAL.-Not later than the date that is 30 days before the 
expiration of the period described in subparagraph W(B), a person 
reasserting the relevant claim shall submit to the Administrator a statement 
request for extension substantiating, in accordance with subsection ( d)(2), 
the need to extend the period. 

"(II) ACTION BY ADMINISTRATOR.-Nbt later than the date that is 30 days 
after the date of reeeipt of a statement under subelause (1), the Administrator 
shalh-- of expiration of the period described in subparagraph (B), the 
Administrator shall, in accordance with subsection (g)(l)(C)--

"(aa) review the request submitted under subclause (I); 

·'(bb) make a determination regarding whether the information claim 
for which the request -is-maee was submitted continues to meet the 
relevant criteria established under this section; and 

··'(cc)(AA) grant an extension of not more than 10 years; or 

"( 8 8) deny the elaim-: request. 

~"(D) No LIMIT ON NUMBER OF EXTENSIONS.-There shall be no limit on the 
number of extensions granted under subparagraph fBj(C), if the Administrator. 
determines that the relevant statement request under subparagraph (B)(ii)(I) 
(C)(ii)(l)--

"(i) establishes the need to extend the period; and 

"(ii) meets the requirements established by the Administrator. 



"(2) REVIEW ANDRESUBSTANTIATION.-

"'(A) DISCRETION OF ADMINISTRATOR.-The Administrator may review, at any time, 
a claim for protection of information against disclosure under subsection (a) ffif 
information submitted to the Administrator regarding a ehemieal st1bstanee and require 
any person that has claimed protection for that information, whether before, on, or after 
the date of enactment of the Frank R. Lau ten berg Chemical Safety for the 21st Century 
Act, to withdraw or reassert and substantiate or resubstantiate the claim in accordance 
with this section-

·'(i) after the chemical substance is identified as a high-priority substance under 
section 4A; 

·'(ii) for any chemical substance for which the Administrator has made a 
determination under section 6(c)(l)(C); 

·'(iii) for any inactive chemical substance identified under section 8(b)(5); or 

"(iv) in limited circumstances, if the Administrator determines that disclosure 
of certain information currently protected from disclosure would assist the 
Administrator in conducting safety assessments and safety determinations under 
subsections (b) and (c) of section 6 or promulgating rules pursuant to section 6(d); 

.s1c1bjeet to the eonditiofl that the informatiofl shall Rot be diselosed Hnless the 
elaimaflt withdrav,cs the elaim or the Administrator determiAes that the 
informatiofl does Rot meet the reqt1iremeAts of subsectioA (d) .. 

"(B) REVIEW REQUIRED.-The Administrator shall review a claim for protection 
from of information against disclosure under subsection (a) for i11formatiofl st1bmitted 
to the Administrator regarding a ehemieal st1bstaAce and require any person that has 
claimed protection for that information, whether before, on, or after the date of 
enactment of the Frank R. Lautenberg Chemical Safety for the 21st Century Act, to 
withdraw or reassert and substantiate or resubstantiate the claim in accordance with 
this section-

"(i) as necessary to OOffiJHY determine whether the information qualifies for 
an exemption from disclosure in connection with a request for information 
received by the Administrator under section 552 of title 5, United States Code; 

"(ii) if information available to the Administrator provides a basis that the 
reqt1irements ofseetion 552(b)(4) of title 5, United States Code, are no longe~ 
met; the Administrator has a reasonable basis to believe that the information 
does not qualify for protection against disclosure under subsection (a); or 

·'(iii) for any substance for which the Administrator has made a determination 
under section 6( c )(I )(8 ). 

''(C) ACTION BY RECIPIENT.-lfthe Administrator makes a request under 
subparagraph (A) or (B), the recipient of the request shall-

"'(i) reassert and substantiate or resubstantiate the claim; or 

"'(ii) withdraw the claim. 

"(D) PERIOD OF PROTECTION.-Protection from disclosure of information subject to 

-·· 



a claim that is reviewed and approved by the Administrator under this paragraph shall 
be.extended for a period of 10 years from the date of approval, subject to any 
subsequent request by the Administrator under this paragraph. 

"(3) UNIQUE IDENTIFIER.-The Administrator shall-

"(A)(i) develop a system to assign a unique ideritifier to each specific chemical 
identity for which the Admiriistrator approves a request for protection from disclosure, 
other than a specific chemical identity or structurally descriptive generic term; and 

"(ii) apply that identifier consistently to all information relevant to the applicable 
chemical substance; 

"(B) annually publish and update a list of chemical substances, referred to by unique 
identifier, for which claims to protect the specific chemical identity from disclosure 
have been approved, including the expiration date for each such claim; 

"'(C) ensure that any nonconfidential information received by the Administrator with 
respect to such a chemical substance during the period·ofprotection from disclosure-

"(i) is made public; and 

"(ii) identifies the chemical substance using the unique identifier; and 

"(D) for each claim for protection of specific chemical identity that has been denied 
by the Administrator OH expiratioH of the period for appeal uHder sul:JseetioH (g)(4), 
tflat-ffi!5 or expired, or that has been withdrawn by the submitter, ~-rovide p·ubliq acces; 
tojhe specific chemical.ideritity:ciearly linkecfto an ·nonconfidential informatfori 
received by .the Administrator with respt:_ct to '.the chemical ~ubstanceL . ---- - - -

''(g) Duties of Administrator.­

"( I) DETERMINATION.-

"(A) IN GENERAL-Except as provided in subsection (b), the Administrator shall, 
subject to subparagraph (C), not later than 90 days after the receipt of a claim under 
subsection (d), and not later than 30 days after the receipt of a request for extension of 
a claim under subsection (f), review and approve, modify, or deny the claim or request. 

. ''(B) REASONS FOR DENIAL OR MODIFICATION.-Ifthe Administrator denies or 
modifies a claim or request under subparagraph (A) Denial or modifieation. 

''(i) In general. fawept as provided in s1:1bseetions (e) and (f), the Administrator 
shall provide to the person that submitted the claim or request deny a elaim to 
proteet a ehemieal identity from diselosure only if the person that has submitted the 
el aim fails to meet the req1:1irements of subseetions (a) and (d). 

"(ii) Reasons for denial or modifieation. The Administrator shall provide to a 
person that has submitted a el aim deseribed in elause (i) a written statement of the 
reasons for the denial or modification of the claim or request. 

"(C) SUBSETS.-The Administrator shall-

"(i) except for claims described in subsection ~(b)(8), review all claims or 
requests under this section for the protection against disclosure of the specific 
identity of a chemical substance; and 
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''(ii) review a representative subse~, comprising at least 2? percent, of all other 
claims or requests for protection against disclosure, 

"(D) EFFECT OF FAILURE TO ACT,-The failure of the Administrator to make a 
decision regarding a claim or request for protection against disclosure or extension 
under this section shall not be the basis for denial or elimination of a claim or request 
for protection against disclosure, 

"(2) NOTIFICATION.-

.,(A) IN GENERAL.-Except as provided in subparagraph (8) and subsections (c), (e), 
and (f), if the Administrator ~enies or modifies a claim or request under paragraph()), 
intends to release information pursuant to subsection (e), or promulgates a rule 
under section 6( d) establishing a ban or phase-out of a chemical substance, the . Commented [AS]: This specifie~ three bases on which 
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I · notification. · · "(i) In genera. EKcept as provided in clause (1i) subparagraph (C), the 
Administrator shall not release information under this subsection until the date that is 
30 days after the date on which the person that submitted the request receives 
notification under subparagraph (A). 

~"(C) EXCEPTIONS.-

~"(i) IN GENERAL.-For information under paragraph (3) or (8) of subsection 
(e), the Administrator shall not release that information until the date that is 15 
days after the date on which the person that submitted the claim or request 
receives a notification, unless the Administrator determines that release of the 
information is necessary to protect against an imminent and substantial harm to 
health or the environment, in which case no prior notification shall be necessary. 

"(ii) NOTIFICATION AS SOON AS PRACTICABLE.-For information under 
paragraphs (4) and (6) of subsection (e), the Administrator shall notify the 
person that submitted the information that the information has been 
disclosed as soon as practicable after disclosure of the information. 

"(iii) No NOTIFICATION REQUIRED.-Notification shall not be required­

"(I) for the disclosure of-'(11) No notification. for information under 
paragraph(!), (2), (:et,-(7), or (9) of subsection (e), no prior notification shall 
be necessary.; or 

"(II) for the disclosure of information for which-

"(aa) a notice under subsection (t)(l )(C)(i) was received; and 

"(bb) no request was received by the Administrator on or before 
the date of expiration of the period for which protection from 
disclosure applies. 

"(3) REBUTTABLE PRESUMPTION.-

"(A) IN GENERAL-With respect to notifications provided by the Administrator 



pumumt to subsection (c)(S) under,paragraph (2) with respect to information 
pertaining to a chemical substance subject to a rule as described in subsection 
(c)(3), there shall be a rebuttable presumption that the public interest in disclosing 
confidential information related to a chemical substance subject to a rule promulgated 
under section 6(d) that establishes a ban or phase-out of the manufacture, processing, 
or distribution in commerce of the substance outweighs the proprietary interest in 
maintaining the protection from disclosure of that information. 

"(B) REQUEST FOR NONDISCLOSURE.-A person that receives a notification under 
paragraph (2) with'respect to the information described in subparagraph (A) may 
submit to the Administrator, before the date on which the information is to be released 
pursuant to paragraph (2)(8), a request with supporting documentation describing 
why the person believes some or all of that information should not be disclosed. 

"(C) DETERMINATION BY ADMINISTRATOR.-

"(i) IN GENERAL-Not later than 30 days after the Administrator receives a 
request under subparagraph (B), the Administrator shall determine,---at-{he 
discretion of the Administrator, whether the documentation provided by the 
person making the request rebuts or does not rebut the presumption described in 
subparagraph (A), for all or a portion of the information that the person has 
requested not be disclosed. 

"(ii) OBJECTIVE.-The Administrator shall make the determination with the 
objective of ensuring that information relevant to protection of health and the 
environment is disclosed to the maximum extent practicable. 

"(D) TIMING.-Not later than 30 days after making the determination described in 
subparagraph (C), the Administrator shall make public the information the 
Administrator has determined is not to be protected from disclosure. 

"(E) No TIMELY REQUEST RECEIVED.-Ifthe Administrator does not receive, before 
the date on which the information described in subparagraph (A) is to be released 
pursuant to paragraph (2)(8). a request pursuant to subparagraph (B), the 
Administrator shall promptly make public all of the information. 

"(4) APPEALS.-

"(A) IN GENERAL.-lf a person receives a notification under paragraph (2) and 
believes disclosure of the information is prohibited under subsection (a), before the 
date on which the information is to be released pursuant to paragraph (2)(8), the 
person may bring an action to restrain disclosure of the information in-

"(i) the United States district court of the district in which the complainant 
resides or has the principal place of business; or 

"(ii) the United States District Court for the District of Columbia. 

· i'(B) No DISCiiosurur-l'iieic1ministrafoi'shaii110t disclose filly'frirormation that is 
the subject ·of an appear~nder this sectiQ~ b~for~ the qate O!). which the. appllcable 
CO{!It rules on an ~tioil under .stibpWllITT_aplt(/\),!__ .. __ . .. . .. .. ........ _ ... 

"(5) ADMFNISTRATION. IN CARRYING OUT Tll!S SUBSECTION, TIIE ADMINISTRATOR SHALL 
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USE THE PROCEDURES DESCRIBED IN PART 2 OF TITLE <10, CODE OF FEDERAL REGULATIONS 

(OR SUCCESSOR REGULATIONS). REQUEST AND NOTIFICATION SYSTEM.-The 

Administrator, in consultation with the Director of the Centers for Disease Control 
and Prevention, shall develop a request and notification system that allows for 
expedient and swift access to information disclosed pursuant to par~graphs (5) and (6) 
of subsection (e? in a format and language that is readily accessible and 

lunderstandabl~. . ·······- ····- - - ··-···-·· ·- ··---- ··-·-·-· . ····----- . ··---·-·· - -
;'(h) Criminal Penalty for Wrongful Disclosure.-

·\ I) OFFICERS AND EMPLOYEES OF UNITED ST ATES.-

"'(A) IN GENERAL.-Subject to paragraph (2), a current or former officer or 
employee of the United States described in subparagraph (8) shall be guilty of a 
misdemeanor.and fined under title 18, United States Code, or imprisoned for not more 
than I year, or both. 

"(B) DESCRIPTION.-A current or former officer or employee of the United States 
referred to in subparagraph (A) is a current or former officer or employee of the United 
States who--

·'(i) by virtue of that employment or official position has obtained possession 
of, or has access to, material the disclosure of which is prohibited by subsection 
(a); and 

·'(ii) knowing that disclosure of that material is prohibited by subsection (a), 
willfully discloses the material in any manner to any person not entitled to receive 
that material. 

.;(2) OTHER LAWS.-Section 1905 of title 18, United States Code, shall not apply with 
respect to the publishing, divulging, disclosure, making known of, or making available, 
information reported or otherwise obtained under this Act. 

.;(3) CONTRACTORS.-For purposes of this subsection, any contractor of the United States 
that is provided information in-'dccordance with subsection (e)(2), including any employee 
of that contractor, shall be considered to be an employee of the United States. 

·'(i) Applicability.-

·'()) IN GENERAL-Except as otherwise provided in this section, section 8, or any other 
applicable Federal law, the Administrator shall have no authority-

;'(A) to require the substantiation or resubstantiation of a claim for the protection 
. from disclosure of information submitted to reported to or otherwise obtained by the 
Administrator under this Act before the date of enactment of the Frank R. Lautenberg 
Chemical Safety for the 21st Century Act; or 

"(B) to impose substantiation or resubstantiation requirements under this Act that 
are more extensive than those required under this section .. 

"'(2) PRIOR ACTIONS. }JOT! IING ACTIONS PRIOR TO PROMULGATION OF RULES.­

Nothing in this Act prevents the Administrator from reviewing, requiring substantiation or 
resubstantiation for, or approving, modifying or denying any claim for the protection from 
disclosure of information before the effective date of such rules applicable fo those claims 
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as the Administrator may promulgate after the date of enactment of the Frank R. Lautenberg 
Chemical Safety for the 21st Century Act.". 



SEC. 14. CONFIDENTIAL INFORJ\IATIONDIStbGSPR&Gfc.DA+A. 

(a) IN GENERAL.-Except as otherwjg_provided in..Jry-sub!h.lli..Section 
(b-), the Administrator shall not discl~any-information that is exemJ)t 
from disclosure pursuant to subsection (a) of section 552 of title 5 
United States Code tmder subsection (b)(4) of that section-

(]) that is reported to, or otherwise obtained by, the Administrator 
(er aRy reJJreseAtative ef the ,;..,ElrniRistrater) under this Act, whieh is 
e.'!effiJJl-ffOnttliwiosur-e-pUFSuafll-t&-subse.;tio11-tatel'-seetien-~fi#le 
§. URitee States-Gooe,-by-reasoR ef subseetion (b)(4) ef sueh-seetien, 
shall,notwithstanding-lhe-JJrovisions--0f-imy-other-section-ofihis-Ac-t~not 
be-eiwlosed-by-the--Admmi5trater er by aRy offieer OF-effiJlffiyee-of-the 
tlflitea States, elCeeJJI that sueh infermatieR .;J!!!!! 

(2) for which the requirements of subsection (d) are met. 

(b) lnfonnation GeneraliY..J1otected from Disclosure.-The following 
information ~~c to. and submitte~anufactu~p~y 
distributor that meets the requirements of subsections (a) and ( d) shall be 
Jlresumed to be protected from disclosure subject to the condition that 
nothing in this Act prohibits the disclosure of any such information or 
information that is the subject of subsection (g)(3); ~hrough discovery ... 
subpoena, other court order, or any other judicial Jlrocess otherwise 
allowed under applicable Federal or State law: 

( 1) Specific infonnation describing the processes used in 
manufacture or processing of a chemical substance mixture or article. 

(2) Marketing and sales information. 
(3) Information identifving a supplier or customer. 
(4) Details of the full composition ofa mixture and the respective 

percentages of constituents. 
(5) ~ill<CifLc informatiol]_[egardin~use, function, or l!P.Piicati.911 

ofa chemical substance or mixture in a process, mixture orproduct. 
(6) Specific production or import volumes of the manufacturer. 
(7) Specific aggregated volumes across manufacturers. if the 

Administrator determines that disclosure of the specific aggregated 
volumes wouldJeYelll confidential information. 

( 8) Ei;,,_~otlierwise---pmviaed-iR-this-se€1ion,-!The specifi<; 
identity of a chemical substance prior to the date on which the chemical 
substance is first offered for commercial distribution, including the 
chemical name molecular formula, Chemical Abstracts Service number 
and other information that would identify a specific chemical substance. 
if the specific identity was claimed as confidential information at the 
time it was submitted in a notice under section 5. 

(c) Information Not Protected From Disclosure.-
( I) IN GENERAL-Notwithstanding subsections (a) and (b) and 

subject to paragraph@), the fol\o\Vi_ng inforni(!ti!l_n shaH not b~ iirotected_ 
from disclosure: 

{Al INFORMATION FROM HEAL TH AND SAFETY 
~TUDIE.S.-

(i) IN GENERAL-Subject to clause (ii)-
(l) any health and safety study ihat is submitted under 

this Act with respect to-
(aa) any chemical substance or mixture that on 

the date on which the study is to be disclosed, has been 
offered for commercial distribution; or 
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(bbl any chemical substance or mixture for 
which-

(1\A)jesting is required under se.;_tion 4; or 
(BB) a notification is required under se~ti~n 

i;_Qr 
ill} any information reported to or otherwise 

obtained by the Administrator from a health and safety 
study relating to a chemical substance or mixture described 
in item .. ~bl ofsubclause.ill 
@ E_ff_ECLOF SL)_aPAR,t'.._QRAPH.-Nothil}g__ill_llfil 

subparagraph authorizes the release of any information that 
discloses-

ill a process used in the manufacturing or processing 
of a chemical substance or mixture· or 

ill} in the case ofa mixture the portion of the mixture 
comprised by any chemical substance in the mixture. 

ill) OTHER INFORMATION NOT PROTECTED FROM 
DISCLOSURE.-The following information is not protected from 
disclosure under this section: 

ill For information submitted after the date of enactment 
of the Frank R. Lautenberg Chemical Safety for the 21st 
Centuryfat,_!hl;._sp~cific ident!!Y_of a chem.ical substance as of 
the date on which the chemical substance·isfust-~~fo~ 
commercial distribution, if the person submitting the 
information does not meet the requirements ofsubsection/d). 

@ A safetY:--assessment developed,-er- -a safety 
determinatien-madecrisk evaluation conducted under section 6. 

(iill fil!)c__geJ)eLal.. information describing the 
manufactur[ng_y_Q]umes, .. exp~~sed as sp~-_ll~a!!!J! 
volumes or if the Administrator determines that disclosure of 
specific aggregated volumes would reveal confidential 
information expressed in ranges. 

/hl A general description of a process used in the 
manufacture or processing and industrial, commercial, or 
£Q!}_s_ymer functions_and usesffi!!Chemica.I .substance. mixture 
or article.containing 3<chemical subst.ance Q.r mixture~. including 
information specific to an industry or industry sector that 
customarily would be shared with the general public or within 
an industry or industry sector. ' 

(2) MIXED CONFIDENTIAL AND NONCONFIDENTIAL 
lliFORMA TION.-6.Qy_jn[Qimati<>Jlthat is eligilile for.m:otection un.der 
this section and is submitted with or contained idinformatio.n descdb~ 
i[l_ this S\lbsection_shall _Q~ p[QJe_c_!eg_fTI)l1}disclo5ure:-(f' ihe_ sub;;:;i!l~( - -
complies with subsection (d), subject to the condition that information in 
the submission that is not eligible for protection against disclosure shall 
be disclosed. 

(3) BAN OR PHASE-OUT.-(A) If the Adminisirator promulgates 
,Lrule m1rsuant to section 6(adlJhat establishes a ban or p)lase-out ofH1e 
m~nufu€1urk!}rooessi~er~is1Fiblltien-i1HJommerne-o!=,-a _ chemical 
substance subjecHo-paragraphs-(;n f3}-and {4)-of subsectio10gh 
disclosure of any information protectedion from disclosure previded 
under this section with respect to the spesi!fo identity-oftheparticular 
chemical substance arnl-etl1er-H'!formation-rela1ifig----te-:the-{memieal 
sllbstanee-shall---no-longer-apmshall be presumed to be in the public 
)!ltereslsubject,to. a-review:0f-a::-i:%J\le5t-ffi-J.naintlli-Jt-pro~!ions-tmder 
~Q~ections(_g)U_l_(g)(2)a11_g_(_gl!1}. -· - -- - -- - ----

Llk\) EXCEPTIONS FROM PRESUM.PTION 
(i) Paragraph (3)(A) shall not aJJ_pjy_J_Q_ if-thea chemical 

2 
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substance or pm'lteulara conditions of use of thea · chemicals 
substance areforwhich an exem.!1lion un.der sectio'!_,filg)_ has bei:11 
granted-;;xempte<Hromregulation-under-6.{gl; ___ .. ______ ................ . 
_ilil_ For a ban or phase-out of a chemical substance that is not 

established for all conditions of use of the chemical substance. 
ruiragraph (3~hall aQP]_y_Qnly to information !!bout tlie 
chemical substance that relates solely to the conditions of use 
for whl£b..Jhe ban or_p)last!cout is established if-the-ehemieal 
suestanee-i£-ban~~ed-oot--0nl~artieulaF-uses,the 
presumptiof!=~hall-only-apply-to-elaims--solely-related-to-the 
~eifie-usessubjeeHo-the-ban--0!-jlhase--Out; 
(iii) Paragraph (3)(A) shall apply to a chemical substance for 
which a ban or phase-out has been established if the chemical 
substance continues _to be manufactured solely for export. 
consistent wi.th section 1..2Jminci ....... __ ................ _ ......... _ 

_ _Jjy) Paragrapl}_Q)f&§hall appJy to fora chemical substance that 
is subject to a phase out at such time as the --the-pr~sumptiQ!'! 
shall--not--appltuntil--sueh- time-as-the-phase out is fully 
implemented. 

tJ)(<!l CERTAIN REQUESTS. If a request is made to the 
Administrator under section 552(a) of title 5. United States Code for 
information that is subject to disclosure under this subsection the 
Administrator may not deny the request on the basis of section 552(b )( 4) 
oftitie 5 United States Code. · 

(d) Requirements for Confidentiality Ciaims.-
ll) ASS];_[nION OF CLA_IMS.-

(A} IN GENERAL. A person seeking to protect any 
information· submitted under this Act from disclosure (including 
infonnation described in subsection (b)) shall assert to the 
Administrator a ·claim for protection concurrent with submission of 
the information. in accordance with such rules regarding a claim for 
protecti..Qn_from qisclosure as the Administrator has_J)romulgated or 
!lli!Y.Jlromulgate pursuant to this title. 

(fil INCLUSION. An assertion of a claim under 
subparagraph (Al shall include a statement that the person has­

ill taken reasonable measures to protect the 
confidentiality of the information; 

{ii} dete_lJTlined that the information is not rmuired to be 
disclosed OLOtherwise made available. to the _gublic under any 
other Federal law· 

{iii.) a reasonable basis to conclude that disclosure of the 
information is likely to cause substantial harm to the 
competitive position of the person; and 

{iv) a reasonable basis to believe that the information is not 
readj!y discoverableJhfough reverse eDgineering, 
cg Sl'.ECIFIC CHEMICAL IDENT.ITY.-In the case of<! 

claim under subparagraph (A) for protection against disclosure of a 
specific chemical identity the claini shall include a structurally 
descriptive generic name for the chemical substance that the 
Administrator may disclose to the public. subject to the condition 
that the generic name shall-

(i} he__ consistent with____gyj_dance i_ssued b_y__Qi~ 
Administrator under paragraph (3)(A);A!!Q 

@ describe the chemical structure of the substance as 
specifically as practicable while protecting those features of the 
chemical structure-

ill that are considered to be confidential: and 

3 

---.. --·---~-----.. ·-------------·1 Commented [AS]: This could be read to void the . ' ' 
pres~mption r_orany i.nformation related'.? the che~ __ ical if · 
an-exemption is granted.for any uses. . • ., 

L 

'commented [A6J: 'we a~e not sure what.this would do, ,. 
but it is -~onfusing. It appears to just say that section 12 
(i2(a), presumably) gcive~ns; which is unnecessary because 
it governs on its own terms. Also, section 12(a) refers to 
ma~ufacturihg,' processing and distribution. Is there a . 
reason this pro".ision applies only to manufacturei ___ · __ _ 



(_[!.) the disclosure of whicluY.cl.ul.d be likely_~use 
substantiai hann to theSQ!!!JJJ;titive 11.osition ofJb~p}:rson. 

{D) PUBLIC INFORMATION.-No person may assert a 
claim under this section for protection from disclosure of 
information that is already publicly available. 
(1} ADDITIONAL REQUIREMENTS FOR 

CONFIDENTIALITY CLAIMS.-Except for information described in 
supsection_(lil,.J!_person assertinK.a claim_JCUJ)"Olect information from 
disclosure under this Act shall substantiate the claim in accordance with 
the rules promulgated and consistent with the guidance issued by the 
Administrator. 

ill GUIDANCE-The Administrator shall develop guidance 
regarding-

{_f}J the. determi11ation of structurajly__ desci:iptiv~eneric 
names, in the case of e.laims for_~JQtection against disclosure of 
specific chemical identity; and . · 

{fil the content and fonn of the statements of need and 
agreements required under paragraphs (4), (5) and (6) of subsection 

hl 
ill CERTlFlCA TION.-An authorized official of a person 

described in paragrapJ:!ll}(A) shall certify_ th.at the statement r~qµin:d ·to 
assert a claim submitted_pursuant to_pa!l!filaph_JJ)j_B) and am 
information required to substantiate a claim submitted pursuant to 
Pfilagraph (2 l are true and correct 

(e) Exceptions to Protection from Disclosure.-lnformation· 
Notwithstanding paragraph (g)(3)(B) of this section, infonnation 
described in subsection (a)---

( 1) shall be disclosed if-the-tnfomiatien-is-to-shall-be-disclosed-to an 
any-officer or employee of the United States--

® in connection with the official duties of that person-
® sueh effieer er employee under any law for the protection 

ofhumadheiilth or_the e_nvi~omne_nt_;,or 
{fil 
{fil for !!_Specific law enforcement purposes: 

(2) shall be disclosed if-the-information-iHo·.shall-be-disclosed··to a 
contractors Q[_with-the United Stales and employees of !JIBLsueh 
contractors if= 

(A) iL_in the opinion of the Administrator, the sueh-disclosure 
is necessary for the satisfactory performance by the contractor of a 
contract with the United States efllefed-iHte--011-0F-after-the-eate-..if 
enactment-of-this-Act·-for the performance of work in connection 
with this Act; and 

{fil subject to umleF-such conditions as the Administrator may 
specify; 
(3) shall be disclosed if the Administrator determines that 

gj5gosu.@it-~necessary to protect health or the e,wironmen~nvironQl?.!lJ 
against an unreas.onable .risk of_i.njµrv .to .. health. or the _environment 
without_consideration of costs or other .non-risk factors! against-an 
unreasonable-r-isk-ofinjury··to-health-or-the·envirnnrnent; 

(4) shall be disclosed if the information is to be disclosed to a State 
er-political subdivision of a State or tribal government, on written 
r~ues_t, fqr the pUTJlOSe of.developJTiell1,.J[dministration~or enforcement 
of a law, if I or more applicable agreements with the Administrator.that 
are consistent with the guidance .issued under.subsection (d)(3J(BJ el)sure 
that the recipient will , take appropriate measures, and has adequate 
authority to maintain the confidentiality of the information in 
accordance with procedures comparable to the procedures used by the 
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Administrator to safeguard the information anclp~nalties comparable to 
those under.this Act for wrongful disclosure of~nforinatiorl; 

(5) shall __ be disclosed if a health or environmental profess1onaf 
employed by a Federal cir State agency or a·treating physician or nurse 
in a nonemergency situation provides a written statement of need and 
agrees to sign a, written confidentiality agreement with the 
Administrator, subject to the conditions that-

tA) th.e statement of need and confidentiality--1llill!ement are 
consistent with the_ggigance issued under subsection(d)ll}ill}; 

@) \he written statement of need shall be a statement that the 
person has a reasonable basis to suspect that-

ill the infonnation is necessary for, or will assist in -
ill the diagnosis or treatment of I or more 

individuals; or · 
(!l) f§pQ_l)ding to an environmental relea~~_Q[. 

~osure~_imd 
ilil I or more individuals being diagnosed or treated have 

been exposed to the chemical substance concerned, or an 
environmental release or exposure has occurred; and 
lQ the confidentiality agreement shall provide that the person 

will not use the information for any purpose other than the health 
or environmental needs asserted in the statement of need, except as 
otherwise may be authorized by the terms of the agreement or by the 
person submitting the information to the Administrator, except that 
nothing in this Act prohibits the disclosure of any such infonnation 
through discovery, subpoena other court order, or any other judicial 
process otherwise allowed under applicable Federal or State law; 
(6) shall be disclosed if in the event of an emergency a treating 

physician, nurse, agent of a poison control center, public health or 
environmental official of a State or political subdivision of a State or 
first responder (including any individual duly authorized by a Federal 
agency, State, or political subdivision of a State who is trained in urgent 
!!!_~_c_al care or other emergel)£V_Jm)_cedures,l!J.~.Qill<e officer, 
jirefigh~o_r_emergency med.ical tec!mician) r~ts the infonnatim:i, 
subject to the conditions that-

fA) !he treating physician, nurse, agent public health or 
environmental official of a State or a political subdivision of a State 
or first responder shall have a reasonable basis to suspect that-

CD a medical or public health or environmental emergency 
exi.~~ 

.ilil the infonnation is necessary for, or will assist in, 
emergency or first-aid diagnosis or treatment; or 

filil I or more individuals being diagnosed or treated have 
likely been exposed to the chemical substance concerned or a 
serious environmental release of or exposure to the chemical 
substance co_r1cerned has occurred· 
@) ifr.ffi!!ested by tl~erson submitting the_inform1!\Lon to the 

Administrator the treating physician nurse agent public health or 
environmental official of a State or a political subdivision of a State, 
or first responder shall as.described in paragraph (5}= 

CD provide a written statement of need· and 
ilil agree to sign a confidentiality agreement: and 

© the written confidentiality agreement or statement of need 
shall be submitted as soon as practicable, but not necessarily before 
the information is disclosed· · 
(14) may be disclosed if the Administrator determines that 

disclosure is relevant may-be-diselesed-when-relevant-in aey-,! 
proceeding under this Act, subject to the condition eli€CJ*-that the 
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disclosure is_ifl..sueh-a--j,meeeding shall be made in such ;i_manner as to 
preserve confidentiality to the maximum __ extent practicable without 
impairing the proceeding.; 

i.fil Notwithstanding any limitation contained in this section or any 
otlier provision of law, all information reported to or otherwise obtained 
by the Administrator (or any representative of the Administratori under 
this Act shall be_ made available, upon written request of any duly 
authorized commiitee' ofJhe ·congrq to_such comlnittee.shail-~­
diselosed-i-f-th~infermatioir-is--to--be-Oisclesed,on-wFittejl£equest-of--aH_y 
duly-authorized-committee-of-th~Gongress,-to that-committee; or 

l2} shall be disclosed if the information is required to be disclosed 
or othenvise made public under any other provision of Federal law. 
In any !JFSeeeding under-seetien 552(a) of title 5, United States Cede, to 
ebtain-tAfen11atien the diselesure of whieh has been denied beeause of 
tAe--jffilw.;iOHS-Bf.this-su!J5eetien, the Admimstrater may net-rely-efl 
sect1on-552(b-)(}) of-sueh-t,tle-te-sustain-the Administrator:sb-0tio~-

( I) Duration of Protection from Disclosure:_ 
(I) IN GENERAL.-

f:A}-DURATION OF PROT-ECTION FROM DISCLOSUREINFGRMA+ION-NOT-
8UBJeC--+-T-O-T-IMl,.L-IMl+-FGR 

lB)(A)__ flRG-TElG+IQN,-F-RGM--018Cb08U-Re.-Subject to parngraphffi 

+the Administrator shall protect from disclosure;_ 

(j_) information descriped in subsection (b) that meets the 
requirements of subsections (a) and (d):- and 

ili)- --for a period of IO years ,information other than information 
described in subsection(b) that meets the requirements of 
subsections(a) and (d}:tmless--, 

unless 
- Sil t11~$~so_~ __ tll~( __ assert~,d _ the clai)n ___ noti_fies _,the __ . 

Administrator that the person is withdrawing the claim, in 
which case the Administrator shall promptly make the 
information available to the public· or 
tiilll_ii) the Administrator othenvise becomes aware that 

the.information does not qualify or no_ long!!r_qllaiifies [or 
p;otection ag;ijm;t_disclosure umler subsection (a), in which 
case the Administrator shall take __ an)'_l!_ctions reguired under 
s.ubsection ( g)(-2). 
l_Q}--INFORMA+ION-8UBJEG-T--TO--T-IME--LIMIT--FGR 

PRO+EC+IGN--FROM-&!8G-b08t!-R&.--Subieet--1&:J*lfAAflleh-@h 
the--MmiHistrateKhall areteet from-diselosure--infermatieH,Other 
than--infermation--deser1bed-in--subsec-tien:::{-b-);--that--meet5-:-the 
r~<Wirements-of-sull5ee\ie!Ls--fa-)-and:-fdt:&_F-a-~ed-of-i-O--.Yllllifu 
unless-priortoth~expiration-of-the-period---

ill- the-:0erso11-- that -asserted--the claim --notifies the 
Administrat-0r--thaHhe-perne11-is-withdr-awing-the-elaim,--in 
whieh--ease--the-AdministrateF--Shall-:--er-Omfttb=make--the 
infennatien--available-te-thej)ubl-ic-;--BF 

hi}-the--Admini_strater-otherwise--beeernes--aware--thaHhe 
i11fermatien--dees--ne~{jua)Llit:::Qr-ne--l0™=:9uatiiies--for 
protection- agains\-<l isol osure--under---subsection--f a}-----i 11--wh icn 
ease-th~-A<lministrnter-shall-take-anY::aetions-reguired-under 
subseHien{g)f-2-). 
l:Ql(_S) EXTENSIONS.-

ill IN GENERAL-Not later than the date that is 60 da~ 
)lefore the expjration of theJlmod described in subpariigraph 
(_B.l.,__!h!:_Administrator shal!_pJ:OYide to the ppson !_hat asserted 
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the claim a notice of the impending e2\jljration ofthep~riod. 
ilil STATEMENT. -

U} IN GENERAL-Not later than the date that is 30 
days before the expiration of the period described in 
subparagraph (A), a person reasserting the relevant claim 
shall submit to the Administrator a request for extension 
substantiating, in accordance .with subsection_u:!Jil.Lthe 
need to extend _the period. 

ill} ACTION BY ADMINISTRATOR.-Not later 
than the date of expiration of the period described in 
subparagraph (13). the Administrator shall, in accordance 
with subsection (g)(l)(C1= 

(ill!) review the request submitkd undeuubcl<!!!.~ 
ill; . 

(bb) make a determination regarding whether the 
claim for which the request was submitted continues 
to meet the relevant criteria established under this 

· section; and 
{cc)(AA) grant an extension of IO years; or 

(BB) deny the request. 
f!,E.)_ __ NO LIMIT ON NUMBER OF EXTENSIONS.-There 

shall be no limit on the number of extensions granted under 
subparagraph (C), if the Administrator determines that the relevant 
request under subparagraph (C)(ii){l1= 

ill establishes the need to extend the period; and 

(ill meets the requirements establisheg_~ 
Administrator. 

m REVIEW AND RESUBSTANTIATION.-
{A) DISCRETION OF ADMINISTRA TOR.-The 

Administrator may review, at any time, a claim for protection of 
information against dis.closure under subsection .WJ!Dd Kquire_alJ.Y 
person _ _that has claimed prot~ction for that information, wh~ther 
before, on, or after the date of enactment of the Frank R. Lautenberg 
Chemical Safety for the 2 I st Century Act, to withdraw or reassert 
and substantiate or resubstantiate the claim in accordance with this 
se'ction-. 

ill after the chemical substance is identified as a high­
pj-j9rity substance _under section 6(b )· 

(ill for any chemical substance the _Administr.ator 
determines in accordance with subsection (b){4l(iAi)presen_ts an __ _ 
@reasonabl!" risk of injury to health or the environmentfor­
whic-h--the-Administrat91'-Aas--made-a-detemiinatien--under 
seetien 6fc:lli:lffit; 

fiill. for any inactive chemical substance identified under 
~!"-~lion 8(bJ(i)(fil;..Q! 

ili') in limited circumstances, if the Administrator 
determines that disclosure of certain information currently 
protected from disclosure would assist the Administrator in 
COIUiHeting-safety--assessments-ond--safe!v:= kJete£mtH1ltie11SrtSk 
evaluations under section 6{b) suhseGtiens-fb-}-alld (el efseetien 
6'or promulgating rules pursuant to section 6(ad). 
@) REVIEW REQU!RED.-The Administrator shall reviewa 

claim _fur__p_gitection of information again_st disclo~ure under 
subsection (a) and require any person that has claimed protection for 
that information whether before on or after the date of enactment 
of the Frank R. Lautenberg Chemical Safety for the 21st Century 
Act, to withdraw or reassert and substantiate or resubstantiate the 
claim in accordance with this section-

? 
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ill as necessary to determine whether the information 
9lli!iifies for an exemption from discJosure in connection with a 
r~quest for _information received byy,e Administrator under 
section 552 of title 5 United States Code· 

@ if the Administrator has a reasonable basis to believe 
that the information does not qualify for protection against 
disclosure under subsection (a): or 

(iii) for __ any _substance Jor which the Administrator ... has 
macle a detennination under section 6l£.l.{J_l(B_). 
(g ACTION BY RECIPIENT.-Ifthe Administrator makes a 

request under subparagraph (A) or (B), the recipient of the request 
shall-

ill reassert and substantiate or resubstantiate the claim: or 
(ii) withdraw the claim. 

l_Q) PERIO_D OF PROTECTION.-Protection from disclosure 
of information subject to a claim that is reviewed and aPliroved by 
the Administrator under this paragraph shall be extended for a 
period of IO years from the date of approval subject to any 
subsequent request by the Administrator under this paragraph. 
fl) UNIQUE IDENT!FIER.-The Administrator shall-

(A)(i) develop a system to assign a unique identifier to each 
specific chemical identity for which the Administrator approves a 
request for protection from disclosure, other than a specific chemical 
identity or structurally descriptive generic term: and 

(ii) apply that identifier consistently to all information 
relevant to the applicable chemical substance· 
.{_fil annually publish and update a list of chemical substances, 

referred to__.l1y__unjqJKidentifier,_for which dai~rotecLthe 
spajfic _chemical identity from disclosure have_ been approved, 
including the expiration date for each such claim· 

(g ensure that any nonconfidential information received by 
the Administrator with respect to such a chemical substance during 
the period ofproiection from disclosure-

ill is made public: and 
(jj) identifies the chemical substance using the unique 

identifier: and 
l_Q) for each claim for protection of specific chemical identity 

that has been denied by the Administrator or expired, or that has 
beeh withdrawn by the submitter provide public access to the 
specifw chemical __ identity clearly linked to all_ nonco11fidential 
information received by_ the Administn1tor with res~ct to the 
chemical substance. 

(g) Duties of Administrator.-
( I l DETERMINATION.-

(A} IN GENERAL-Except as provided in subsection (bl, the 
Adminis_trator shall, subject to subparagraRh.J_C), not later than 90 
ds!}'s after the rece_ipjof a_ claim under subsectiorLlill, or rec~t ofa 
request.to maintain _protection of information subjeclJ.QJ cJQ_)...J!_nd 
not later than 30 days after the receiPLQf a request for extension of 
a claim under subsection {O, review and approve, approve in part 
or deny the claim or request. 

tfil REASONS FOR DENlA!-.-lfthe Acl_ministrator deni_es 
or denies in part a claifll_J)ffequest under_ subparagraph Jl'J,_Jhe 
Administrator_ shall prnvide to the_perso[I that Sllbmined_the claim 
Qr request a written statement of the reasons for the denial.or denial 
i.!:!._part of the claim or request. 

(g SUBSETS.- The Administrator shall-
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ill except for claims describeJL.i.n._subsecti9JLJ.hl(fil_, 
review all.__ claims o~uests under this section for . the 
p_r_qtection against disclosure of the s~gfic id~_!!_ill)'___QL_!! 
chemical substance; and 

(ill review a representative subset, comprising at least 25 
percent. of all other claims or requests for protection against 
disclosure. 
(PJ EFFECT OFFAILURE TO ACT.-Thc failure ofJhe 

. Admil)i~rator to make a decision regm:_ding a clfilI!!__Qr reguesJ_(q_r 
ru:_otection against disclosure or extension tmder this section shall 
not be the basis for denial or elimination of a claim or reguest for 
protection against disclosure. 
(1} NOTIFICATION.-

(A) IN GENERAL-Except as provided in subparagraph (B) 
,i_nd sgp_sections_(fl.k} and(!), if the Administr_!Ltor denie$ or den_i§ 
in Pfill__a claim or request under_JJ_.l!@gJaph__Ql,_ intends to release 
information pursuant to subsection (e) or promulgates a rule under 
section 6(d) establishing a ban or phase-out ofa chemical substance, 
the Administrator shall notify, in writing and by certified mail, the 
person that submitted the claim of the intent of the Administrator to 
release the information. 

(_B) RELEASE OF INFORMATION.-Exc~s pJQVided in 
subparagrnpb__li;_).,Jh_e Administrator shall not release information 
under this subsection until the date that is 30 days after the date on 
which the person that submitted the request receives notification 
under subparagraph (A)._ 

lQ EXCEPTIONS.-
ill IN GENERAL-For information t~nder P!!!:MIT!PB QJ 

or (8) of subsection (e) the Administrator shall not release that 
information until the date that is 15 days after the date on which 
the person that submitted the claim or request receives a 
notification, unless tlie Administrator determines that release of 
the information is necessary to protect against an imminent and 
substantial harm to health or the environment, in which case no 
Qrior notification shall be necessa!J~ 

(ill NOTIFICATION AS SOON AS PRACTICABLE.­
For information-under paragraphs (4) and (6) of subsection (el, 
the Administrator shall notify the person that submitted the 
information that the information has been disclosed as soon as 
Jllilcticable after disclosure of the information. 

ilii.l NO N_QIJFICAJION REOUIRED.-Notificatiq_n 
shall not be required-

ill for the disclosure of information under paragraph 
(I), (2), (7), or (9) of subsection (e); or 

ill_) for the disclosure of information for which-
(ilil) a notice under subsectiorL(f)(_I )(gill_ was 

received;_s1_!!4 
(bb) no request was received by the Administrator 

on or before the date of expiration of the period for 
which protection from disclosure applies. 

ffi-RcEOOH-ABbE-PRESlJMP-HGN~ 
fb:l--:!N-GENERAL. Wit!tteweet-te-notifi€ati0fl5cll!fil'i_ded-oy 

tlie -Ag_l)}_i nistrator-under -parag@m!::@) -with-re~ct- to-information 
peFl!lining--te-,Hhemic-akuostanee-subjeeHo-a-rule-promulgated 
l!ndeF-Seetion--6(-dt:that--estao!IBhes-fr-ban--0f::it:f'hase--0ut--ef-the 
mamtHl€Rl~g, er distriblltien----in-oommeree---ef-the 
suostanre.-as-dewfibe~bseetien fe)(3), there-shall-be-a 
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reb111tab!e::::pyes11_!!!f,Jjo1r-that-th~11blic--interest--i1r-di5elesi~ 
c--0nfiaen!ial-iHhmnation--relatea-to-wc-hemi€al--substanee-s~t--to--a 
rule--m:omulgatedunder-section-6J.9l:!J:!atestablishes--a-ban-...QI::P)1ase-­
eut--of-the--rnanufoetttre.-[)foeessing;-or--distr1bution--in-eommerneof 
the-substance-outweighs-the:pmpFietary-interest-in--maintaining-the 
eymteetien--fmrn-di5elesttre--0f'.-that-iHfummliOfr. 

~Gl;fes:J'--l'GR~URE;-----:A:--persen---that 
rec~-ootific-atio&c1mde[---par™h::::ffi--wjth-respec+io:-the 
infor-mation-<lesc;cibed-in--subpJlfllg!filfil--fA:l::__ma~miHo-the 
Administrator, -before--the--date-on-which--the-information--is-to--be 
released-pursuant-te:j)aragraphj--2--)(:B}-a-request-wilh-5upporting 
documentatien--deserioing-why-the--persen-believes--some--0F-all---ef 
!lta!-inleffflalion-should--ne!--bedi5elesed, 

K.) DETERMINA+ION BY ADMINIB+RA'f-GRc--
H}-lN-----GENERAb-Not-later---than _30_::::Q!!YS after-the 

Adm i nistrato F-recei ves--a-req uest- under-s ubparagraph--fB-);-the 
Admini5trater-shall----determine---whether--the-doeumentation 
provided-by-the:frerson--making-the-request--rebuts--oF-doe5-not 
rebul--tflej)res11mption-OeSc-fibed-in--subearagraeh-fAt-:-ferall--er 
a-pQrtio11-ef-the--infommtien--that--the-persen-h~Jested--ne!--be 
diselesed 
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GBJEC-'fW&----+he-Administralof-shalJ..make-the-eeteAnirni!ien-with-the--Obieettve"of'.­
ensuFing--that-imeimatien-relevant--t~!ien-0f..health--aml--the-environment--is--diw-lesed­
to-the--maximum-extiilll:!JI!!.Ctieable, 

ffi}-1¾41NGc-Net--lilteF-tha~G--eays-after-making---the 
determination-descFibed--ifl-Slibparagraelt:fG:k:the--Admiflistrater 
shall--make:fublie the i11fomiatien-theMministrateF-has-determined 
is-oot--to--be-proteeted---from diselos11re_ 

lfil NG TIMELY R~lVED. If the 
Administrator-does-not--receive---before----the-date-on-whieh-the 
information-described-in-subparagraph-{-A-\-is-to-be-releasedpursuant 
to-paragra11h-(-2-lfB-h::a-r-eq11est::ouFSuant-l&-sUbparagraph-:fB:h::the 
Adm i nistratoF-Sh al I-prom ptl-v-malw-publie-aH--of-the-informatio1r. 
®W __ APPEALS.-

(AJ IN GENERAL-If a p~rson receives a notification under 
Rl!@lW!P~ and b~Jieves disclosure of the information is 
prohibited under subsection (a) before the date on which the 
information is to be released pursuarit to paragraph (2)(8), the 
person may bring an action to restrain disclosure of the information 

(i) the United States district court of the district in which 
the comp!]!jnant resides or has the _pJ:incipJ!l_pjace of business~ 
QI 

(ill the Uriited States District Court for the District of 
Columbia. 
lfil NO DISCLOSURE-The Administrator shall not 

disclose anv information -that is the subject of an appeal under this 
section before the date on which the applicable~rules on an 
action under subparagraph (A). 
ffi(_4}_REOUEST AND NOTIFICATION SYSTEM.-The 

Administrator, in consultation with the Director of the Centers for 
Disease Control and Prevention- shall develop a request and notification 
system that allows for expedient and swift access to information 
disclosed pursuant to paragraphs (5) and (6) of subsection (e) in a format 
and language that is readily accessiW_e and understandable. 

(hd) CRIMINAL PENALTI FOR WRONGFULDISCLOSURE.-

(D OFFICERS AND EMPLOYEES OF UNITED ST ATES.-
(6+) IN GENERAL-Subject to paragraph (2), Aey-a current 

9r foflll~Officer or employee of the United States g.i;_s_cribed in 
fil!QP-ID:!!ls@Phlill shall_)Jiluilty of a misdemeanor and fined under 
title 18 United States Code or imprisoned for not more than I year, 
or both.er-form-eF-Offir or emple,,·ee of the U11ited States;-whe 

lfil DESCRIPTION.-A current or fonner officer or 
employee of the United States referred to in subparagraph (Al is a 
current or former officer or employee of the United States who-

m by virtue of !lrnt_sooll-employment or official position 
has obtained possession of, or has access to, material the 
disclosure of which is prohibited by subsection (a),and· 
[liLwho-knowing that disclosure of that such-material is 

prohibited by 5116fl-subsection {fil, willfully disclos11res the material 
in any ~nanner to any person not entitled to receive that materialita 
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shall Ile guilty 0f a misdemeaA0r aAd t"iRed--oot-mere thaA $5,000 er 
imj}fi~t-mere-tha-A-e~c-' 
(1} OTHER LA WS.-Section 1905 of title ii (United States Code, 

does-shall~~! apply;;tll--;:;;spect to the publishing: divulging,; disclosure, . 
er-making known of, or making available, information reported or 
otherwise obtained under-this Act. 

Cl?) CONTRACTORS.-For the purposes of this 
subsectionparagraph (I), any contractor with the United States that whe 
is i:mivide_d__fttmishea-information iQ acco[d.<!nJ;L,'.tiLh_~ 
subsection (~a)(2), inclu_ging_aoo-any employee of LhJ!Lai,y-sueh 
contractor, shall be considered to be an employee of the United States. 

ill APPLICABILITY.-
W IN GENERAL-Except as otherwise provided in this section, 

section 8, or any other applicable federal law, the Administrator shall 
have no authm:i.!y= 

l6) to require the subsll!!)tiation or resubstantiation_of a claim 
for the protection from disclosure of information reported to or 
otherwise obtained by the Administraton_ prior_ to_ tl1e _ d_ate o_( __ _ 
enactment of the Frank R. Lautenberg Chemical Safety for the 21st 
Century Act; or 

(_fil to impose substantiation or resubstantiation requirements 
under this Act that are more extensive th<!_!]__those n;quired un~Lt!ij_~ 
~ectio_l]_, 
(1} ACTIONS PRIOR TO PROMULGATION OF RULES.­

Nothing in this Act prevents the Administrator from reviewing, requiring 
substantiation or resubstantiation for, cir approving approving in part or 
denying any claim for the protection from disclosure of information 
lieJore the effective date of such rul .. es applicll,)Jle to __ those claims as the 
i',g_ministrator may_promulgate after the date of enactment of the Frank 
R. L~utenberg Chemical Safety for the 21st Century Act. 

fl+DA:i:.\-FRGM-HEAbl'H-AND.SAFE+¥-i>TllrnEsc-{-l-)-Subseetioo-fat-aees 
not flrehibit the diselesure of 

~ealth-ana-sarety--stooy-whiefl-is-submitted-illlaer--this 
Act-with-respect to -­

fi-1-any-chemical-substance-eF-mixture--which,-on--the-<late 
onwhic-h-suoh-study--ts-to-be-disclosed-has-been-offered-for 
oommem-iaklistributien,er 

(ii) aAy ehernieal substanee 0F--HHlttUre fer •,1·hieh testing is 
rettuirea--t!Hder--seetien-4--er-fer-wltieh--He~irea 

. uHder-se€lien+,-arul 
~ny---data-ref)Orted-to,-0r-otheFwiseobtained-by,-the 

Administrater--.frorn--a-health-and-safety---study-whieh-relates-to-a 
ehemieal-substanee---of--ffii*ture-aeseribed-in--elause--fit-or-(-ii)-of 
SUBfJaragraph (A). 

'.fhis (laragraph d0es Rot-authorize the release of any data whieh diseloses 
J*0Cesses-used in the rnanufaetur-ittg-ef-(lroc-essing-ol=-a-cllem-ieal 
substanee-eF-mi¾ture-ef;-Hl--lhe--£-ase-of-a-mix-ture,-tlle--release-eH!ata 
disclosing-the-portion-0f-the-mixture-eomprised-by--any--of-the-chemical 
substances-in-the-mixture, 
-f.½-!f-a-fequest-is-made-to-the-A<lmmistrater-unaef-5005ec-tion-W--of 
seetio~tlH,-Ynited-States--t-Ode,for-infoFmation-whieh-is 
deseribed in the first sentenee of paragraph (I) and-which-is-net 
tnfermatien--<leserbed in the seeon<l--seHtenee--of-.sueh-paragraph,tlle 
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Admmistrator may Rot deny s11~he-basis-of--s~ 
(4}oKH61l-seetieir. 
--f€-)-9ESIGIA+IGN----A,'l!l-ReLEiASE O!' GGNfiGEN+IAb-tlA+A~ 
5ltbmitti-ng--data--uRdeF-thi&-A£t;--a-maRHfueturer, processor, or distribllter 
in-commeree-may-fA)-designate-the-data--whi-Oh-sueh-per-son-believes--is 
entitled--to-confidential-treatment--under---subsec-tion--{a1;--and-(B-)-submit 
sooh-desigftated-eata-sepamtely--ffflflH)tlleHlala-sHbmitted--urnlef-this-Aet. 
A-designation under this paragraph shall be made in writing and in such 
maRRef--aS the Administrator HUI)' prescribe .. 
------{-~pt--as--pre,,ided b)' s11bjl!lfllgfll~he--Administrater 
prejlOSeS---IO-release--for--tioR data which has beeJH!esi-grnited--under 
JJaragraph-(+)(-A-),-the-Administrator-shall-notify,-in-wtiting-and---by 
certi fied--mai l,the-manu faeturer,proc-esSOf,or---distributor-in-c--ommerc-e 
woo-sHbmitted such data-ofihe--mleflt--to-rele~lle--release 
8f---5Ueh data is te be made ptlfsuaRt to a request made uRder section 
552(a) of title 5, United States Code, sueh notice shall be given 
immediately---tijlon--proval of such--FefjtleSI by the Administrator,---+he 
Admiaistrator--may---not---release---sueh--data--\lRl~ti~ys 
after-the-manufaetur-er,processor,oF-distributor-in-eommerce-submitting 
suelrdata has received-the--Rotiee--reEjUirea--by-this-subparagrap!r. 

(B)(i) Subparagraph (A) shall net apply to the release efinformation 
under paragraph (I), (2), (3), ,or (4) ef subsectieR (a), except that the 
Admiaistrater--may--net--release-data-unde.r paragraph (3 ~etien-(-a) 
Wlless the Administralof-has--11otified each maRUfaetuFeF,-jJroeesser,alld 
distributer-in-commerne-who-submitted--sueh--data-ef-suelrreleasec--Sueh 
RO!iee-shall be made in writing by certified mail at least 15 days before 
tlle--release of such data, eirnept that if the AdmiRistrater--detefmifles-that 
the release ef such data is necessary te protect agaiRst aR immiReRI, 
URFeaSOAable--risi.--ef-iljury to health er the eRviroRmeRt. sueh-Re!iee-may 
be-made by such--means as the Admil1istrator---Re5-Will---jlre¥ide 
noti-0e-at-l east-24---hours--before-sooh-release-is madec 
--(-ii-}-Subparagraph-fA)--shall--not--apply-te-the-release-of-information 
deseribed--in--~nformatien--desefibed in the 
seooRd-senteRce of such subse£tion, 

(e) ACCESS BY CONGRESS. NotwithstandiRg any 
limitatioR contained in this seetien er aRy other pro•lision of la'.'>', all 
rnformatien-reperted-te-or otherwise ebtaiRed--by-the-Administrater 
(-or-any-representative-of'..the-Administratbr-1-undeF-this-Ac+shall-be 
made--available,-upon--written-rnquest-of-any---0uly--authorized 
eemmittee-ef..the-Cengress,to-5ltmoommitteec 



Tillery, Loreto 

From: 
Sent: 
To: 

Kaiser, Sven-Erik 
Wednesday, March 30, 2016 8:26 AM 
Michal_Freedhoff@markey.senate.gov; jonathan_black@tomudall.senate.gov; 
Adrian_Deveny@merkley.senate.gov 

Subject: Sen. Markey TSCA Inquiry on Section 14(f)(2)(A)(iv) 

Michal, 

This TA responds to the request on section 14(f)(2)(A)(iv). 

Question: If [Section 14(f)(2)(A)(iv)] was deleted, would EPA still retain its discretionary authority to 
. review CBI claims in the manner it currently does (ie, the example given in past TA was when disclosure 
of CBI might be useful to get better public comments on proposed rules etc)? Would EPA be able to, for 
example, review a. CBI claim of a company making a chemical substitute for a chemical EPA was 
planning to ban, in order to get more information about that substitute during the rulemaking process? 

Response: EPA believes the deletion of Section 14(f)(2)(A)(iv) has the potential to impair EPA's authority to 
disclose information claimed as CBI as part of development of a rule. This potential impairment would arise 
largely from the decision to delete the provision from the Senate bill as passed, since it would likely be argued 
that that decision was intended to have some effect. 

Had the provision never been in the Senate bill, we do not think its absence would significantly impair EPA's 
authority to disclose information claimed as CBI as part of development of a rule, for two reasons: 

1. Although section 14(f)(2)(A) identifies situations in which EPA "may" review CBI claims, sectiol\ 
14(i) limits EPA's authority only with respect to imposing substantiation or re-substantiation 
requirements. Thus, EPA would likely take the position that the list of bases for review in section 
14(a)(2)(A) is not exclusive, and that EPA has inherent authority to conduct internal reviews of CBI 
claims. (Again, such an argument would be undercut if (iv) were dropped from section 14(a)(2)(A), 
unless the deletion were accompanied by a very clear explanatory statement in the conference report 
that acknowledges that EPA already has general authority to review CBI claims, even without 
14(f)(2)(A)(iv), and that Congress simply removed redundant verbiage.) , 

2. Even if Section 14(f)(2)(A)(iv) limits EPA's authority to review claims, section 14(e)(7) of the bill 
authorizes EPA to disclose CBI where "relevant in a proceeding under the Act". Although EPA 
would be required to preserve confidentiality to the maximum extent practicable without impairing 
the proceeding, EPA would have discretion to determine how much disclosure is needed to avoid 
impairing the proceeding. 

The technical assistance is intended for use only by th~ requester. The technical assistance does not necessarily 
represent the policy positions of the agency and the administration on the bill, the draft language and the 
comments. Please let me know if any additional questions. Thanks, 

Sven 

Sven-Erik Kaiser 
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U.S. EPA 

Office of Congressional and Intergovernmental Relations 

1200 Pennsylvania Ave., NW (1305A) 

Washington, DC 20460 

202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal FreedhQff@markey.senate.gov] 
Sent: Thursday, March 24, 2016 12:51 PM 
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> 
Cc: Black, Jonathan (Tom Udall) <Jonathan Black@tomudall.senate.gov>; Deveny, Adrian (Merkley) 
<Adrian Deveny@mer~~enate.gQv> 
Subject: Section 14(f)(2)(A)(iv) 

Sven 

If this was deleted, would EPA still retain its discretionary authority to review CBI claims in the manner it 
currently does (ie, the example given in past TA was when disclosure of CBI might be useful to get better 
public comments on proposed rules etc)? Would EPA be able to, for example, review a. CBI claim of a 
company making a chemical substitute for a chemical EPA was planning to ban, in order to get more 
information about that substitute during the rulemaking process? 

Thanks 

Michal 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight and Investigations 
Office of Senator Edward J. Markey (D-MA) 
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Tillery, Loreto 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Michal, 

Kaiser, Sven-Erik 
Wednesday, February 24, 2016 5:38 PM 
'Freedhoff, Michal (Markey)' 
Sen. Markey TSCA request - section 9 
Markey.TSCA TA.Section 9b Public lnterest.docx 

This responds to your TA request on section 9 on public interest determinations. The technical assistance is 
intended for use only by the requester. The technical assistance does not neces'sarily represent the policy 
positions of the agency and the administration on the bill, the draft language and the comments. Please let me 
know if any questions. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov] 
Sent: Friday, February 19, 2016 7:00 PM , 
To: Kaiser, Sven-Erik 
Subject: TA request - section.9 

Not for the weekend. 

has EPA ever .made a public interest determination under section 9? If so, could you describe details? 

House Section 9 requires EPA to do a cost-benefit analysis of anothe~ federal agency regulating a chemical 

substance before making a public interest determination. Would EPA be able.to properly do an analysis like 

this on statutes it doesn't administer? Are there any operational or workability concerns EPA has with the 
language? 

Thanks 

Michal 

Michal Ilana Freedhoff, Ph.D. 

Director of Oversight and Investigations 
- Office of Senator Edward J. Markey (D-MA) 

1 



This language is provided by EPA as technical assistance in response to a congressional request. The 
technical assistance is intended for use only by the requester. The technical assistance does not 
necessarily represent the policy positions of the agency arid the administration on the bill, the draft 
language and the comments. 

[H]as EPA ever made a public interest determination under section 9? If.so, could you describe 
details? 

Yes, in 1988 EPA determined that it was in the public interest to use TSCA rather than the CAA 
to address certain risks of hexavalent chromium ( even though "TSCA and the CAA could require 
equally stringent control limitations.") 53 FR 10206 (March 29, 1988). The rationale was that 
TSCA provided a better mechanism for enforcement, _since requirements could apply to 
distributors and vendors instead of individual cooling towers. 

In a 1991 proposal, EPA determined that it was in the public interest to use TSCA rather than the · 
CW A or RCRA to address certain risks of dioxins in paper.mill sludge. 56 FR 21802 (May 10, 
1991 ). EPA determined that TSCA requirements could be more specifically tailored than RCRA 
requirements and that they could be more comprehensive in scope than CW A requirements. 

In other circumstances, EPA has indicated that it is disinclined to make such a public interest 
d~termination. For example: respecting the use of TSCA rather than the Ocean Dumping Act to 
address PCB contamination from sunken Naval vessels, 77 FR 42183-4 (July 18, 2012); or 
respecting the use of TSCA rather than the Clean Air Act to address ocean acidification from 
anthropogenic carbon dioxide. 80 FR 60581-2 (October 7, 2015). 

1. House Section 9 requires EPA to do a cost-benefit analysis of another federal agency 
regulating a chemical substance before making a public interest determination. Would 
EPA be able to properly do an analysis like this on statutes it doesn't administer? Are 
there any operational or workability concerns EPA has with the language? 

The House bill does not substantively amend section 9(a), regarding referral to another Agency, 
so the premise of the question is mistaken. 

The House bill amends section 9(b ), respecting the public interest finding that EPA must make to 
manage a risk under TSCA if it has initially determined that risk management actions under 
"other Federal laws administered in whole or in part by the Administrator" would be sufficient to 
address the risk. The public interest finding is ''in the Administrator's discretion," and legislative 
history reflects the view of the conferees that the outcome finding was not substantively 
reviewable in court. H.R. 94-1679 at 85 (1976). The conferees indicated that a court could still 
address EPA' s failure to conduct the necessary analysis prior to making a public interest finding. 

The analytical requirement's that the House bill attaches to section 9(b) are similar to the status 
quo under TSCA. Note, however, that the analytical requirements for 9(b) are currently located 
in section 6(c): 

"If the Administrator determines that a risk of injury to health or the environment could 
be elimi.nated or reduced to a sufficient extent by actions taken under another Federal law 
(or laws) administered in whole or in part by the Administrator, the Administrator may 



This language is provided by EPA as technical assistance in response to a congressional request. The 
technical assistance is intended for use only by the requester. The technical assistance does not 
necessarily represent the policy positions of the agency and the administration on the. bill, the draft 
language and the comments. 

not promulgate a rule under subsection (a) to protect against such risk of injury unless the . 
Administrator finds, in the Administrator's discretion, that it is in the public interest to 
protect against such risk under this Act. In making such a finding the Administrator shall 
consider (i) all relevant aspects of the risk, as determined by the Administrator in the 
Administrator's discretion, (ii) a comparison of the estimated costs of complying with 
actions taken under this Act and under such law ( or laws), and (iii) the relative efficiency 
of actions under this Act and under such law ( or laws) to protect against such risk of 
injury." TSCA § 6(c). 

The House bill's section 9(b)(2) tracks and relocates the pertinent passage from current section 
6(c). EPA has two drafting observations: 

• House 9(b )(2) discusses taking "an action" under TSCA "rather than under another law 
administered in whole or in part by the Administrator." If the objective is simply to 
maintain the current structure of TSCA section 9, this should be changed to a discussion 
of "action§." taken under TSCA "rather than under another law (or laws)." Here's why·: 

o Current 6(c) operates in the plural: it refers to "actions under this Act" and non­
TSCA "law ( or laws)" that EPA administers. 

o For purposes of intra-agency coordination under current 9(b ), the threshold 
finding is based on the sufficiency of actions under the non-TSCA authorities that 
the Administrator has charge over. 

o This highlights a different approach taken under 9(a), for purposes of inter-agency 
referral. In section 9(a), the threshold finding is based on the sufficiency of action 
under a single non-EPA Federal law. 

• House 9(b )(2) directs EPA to "consider the relevant risks." Compare with current TSCA 
6(c): "consider ... all relevant aspects of the risk, as determined by the Administrator in 
the Administrator's discretion." 

o It is unclear whethei" 9(b)(2) is an enlargement or an expansion of the finding 
requirements under 6( c ): 

• "all relevant aspects of the risk" has been changed to "the relevant risks" 
• Mention of the Administrator having discretion to identify the scope of the 

risks was deleted. 



Tillery, Loreto 

From: 
Sent: 
To: 
Subject: 

Michal, 

Kaiser, Sven-Erik 
Tuesday, March 22, 2016 3:19 PM 
'Freedhoff, Michal (Markey)' 

·Sen.Markey TSCA TA - another 6(a) alternative 

This TA responds to the request to review a 6(a) option dealing with section 18 and ( c)(2) references. 

OPTION 2 
(afScOPEOF ·· oui.ATioN:-Ifthe Administrator finds that there is a reasonable basis to conclude 

determines in accordance with subsection 15 4 @that the manufacture, processing, distribution in 
commerce use, or disposal of a chemical substance or mixture, or that any combination of such 
activities, resents an unreasonable risk of injury to health or the environment, the Administrator shall 
by rule an Fuffi~~h1Sii1!1m,itilmi~~ apply one or more of the 
following equirements to such substance or mixture to the extent necessary to protect adequately 

· · · · so that the cliemical substance does not 

-

Does this version add ess the question you had about why section 18 is there and how it 
might intersect with a redundant (c)(2) reference? For your context, the subject to section 18 
is there to basically address the Geier case, namely that one element of that case involved a 
court dismissing a state tort action on a car safety matter on preemption grounds despite the 
existence of a tort savings .clause in the motor vehicle safety act. 

The changes you suggest do help address the specific issue we identified in our most recent TA -- the 
suggestion that section 18 and 6(c)(2) are on the same footing as limitations on EPA's authority. However, it 
does not address our long standing point that we think the reference to section 18 in this context is 
unnecessary and confusing. We· understand your point about addressing Geier, but we think section 18 
already does that (and if it doesn't, it's hard to see how a reference to it in section 6 would). The reference to 
section 18 in section 6(c) of the offer indicates that EPA's authority to promulgate rules under section 6(c) is 
limited in some way by section 18, which we do not understand to be your iritent. Presumably, you mean to say 
that the preemptive effect of any rules. EPA promulgates under section 6(c) is subject to section 18. (And, 
again, we don't really see the value of making such a point in section 6, since section 18 already provides that 
it.governs the preemptive effect of section 6 rules, and has whatever effect it has with respect to Geier.) 

Please let me know if any questions. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov] 
Sent: Monday, March 21, 2016 12:17 PM 
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> 
Subject: another 6(a} alternative 

OPTION 2 

1 



GULATION. ~If the Administrator f-inds--that:--there is a reasonahle-bas-is-to-€tHl€-l-llile 
in accordance with subsection b 4 A that the manufacture, processing, distribution in 

commerce, use, or disposal of a chemical substance or mixture, or that any combination of such 
activities, resents an unreasonable risk of injury to health or the environment, the Administrator shall 
by rule an !rti~o%l>~miilii!s7~tlifii'af!miln~;tr:rnrs~muir apply one or more of the 
following equirements to such substance or mixture to the extent nece_ssary to-protect adequately 

· · smg---the least burdensome requirements so that the cfiemical substance does not 
resent su ha risk under the conditions of use.: 

Does this version address t e question you had about why section 18 is there and how it might intersect with a 
redundant ( c )(2) reference? For your context, the subject to section 18 is there to basically address the Geier case, 
namely that one element of that case involved a court dismissing a state tort action on a car safety matter on 
preemption grounds de,spite the existence of a tort savings clause in the motor vehicle safety act. 

Michal Ilana Freedhoff, Ph.D. 

Director of Oversight & Investigations 

Off ice of Senator Edward J. Markey 

255 Dirksen Senate Office Building 

Washington, DC 20510 
202-224-2742 

Connect with Senator Markey 

2 



Tillery, Loreto 

From: 
Sent: 
To: 
Subject: 
Attachments: 

· . Kaiser, Sven-Erik 
Tuesday, February 23, 2016 5:24 PM 
'Freedhoff, Michal (Markey)' 
Sen. Markey TSCA TA - redrafted section 5 
Markey.TSCA TA.Section 5 text received on February 22.docx 

Michal -the attached TA responds to your request, including the additional S(d) question. We highlighted the 
more significant comments. Please let me know if any additional questions. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 

. Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov] 
Sent: Monday, February 22, 2016 3:51 PM 
To: Kaiser, Sven-Erik 
Subject: section 5 

Sven 

I'm attaching a re-draft of section 5, with some streamlining and other more substantive changes. I'd appreciate your 
team's take, with a particular focus on the areas where we shifted away from a 'safety standard' and back to an 
'unreasonable risk' construct, and to anything else you think could pose workability or other challenges. 

· I'd appreciate getting this back before 11 AM tomorrow and hope that is doable. 

Thanks 
Michal 

1 



This language is provided by EPA as technical assistance in response.to a 
congressional request. The technical assistance is intended for use only by the 
requester. The technical assistance does not necessarily represent the policy 
positions of the agency and the administration on the bill, the draft language 

1 ·and the comments 

SEC. 5. NEW CHEMICALS AND SIGNIFICANT NEW 
USES.MANllFAGTllRING-AND-P.ROGESSING-NOTIGES, 

(aLlli.EJNITION.-For P\ITPJ:JS~s of ~section..,__!:heterms 
"manufacture" and_'.'.psOJ:~~s" mean manufacturing_or_processingjor 
i:ommercial purposes. 

(ha)-Nor1g:;.~1N-GENERAL.-(1) Except as provided in p_aragra_phl3J 
fil!d_subsection (hg), no person may-

(A) manufacture a new chemical substance on or after the 
30th day after the date on which the Administrator first 
publishes the list required by section 8(b), or 

(B) manufacture or process any chemical substance for a 
use which the Administrator has determined, in accordance 
with paragraph (2), is a significant new use, 

unless such person submits to the Administrator, at least 90 days 
before such manufacture or processing, a notice, in accordance with 
subsection W{d}, of such person's intention to manufacture or 
process such substance-and-suc-h-J)eF56fl-€0ffiplies-with-any 
i!J}l}licable requirement of subsection (b). 

(2) A determination by the Administrator that a use of a 
chemical substance is a significant new use with respect to which 

· notification is required under paragraph (1) shall be made by a rule 
promulgated after a consideration of all relevant factors, including­

(A) the projected volume of manufacturing and processing 
ofa chemical substance, · 

(B) the extent to which a use changes the type or form of 
exposure of human beings or the environment to a chemical 
substance, 

(C) the extent to which a use increases the magnitude and 
duration of exposure of human beings or the environment to a 
chemical substance, and 

(D) the reasonably anticipated manner and methods of 
manufacturing, processing, distribution in commerce, and 
disposal of a chemical substance. 
(3) ARTICLE CONSIDERATION.-The Administrator may 

~q~ejJo~f~!l. -_U!l_d~r. th\~A~won __ for _ the -_i_l!l.PRfLOr_ 
processing of a chemical substance as part of an article or category 
of articles under paragraph (1) (B) if the Administrator makes an 
affirmativejinding in a rule undgr_p;rragr.a_pb_(Z) that thfil:easonable 
potential for ex_posure to the chemical substance through the article 
or category of articles subject to the rule warrants notification. 

(c)__CJJNTEBT aLNor1cE;_Pu5L1cATl!lli~J"EJ2ERAL !REGisrE~-::--: . 
(1) IN GENERAL.-The notice required by subsection (b) shall 

include. wit~s_peJ;tlQ a chemical substanct 
(A) the information required by sections 720.45 and 720.50 

of title 40, Code of Federal Regulations (or successor 
rggm_a_tions): and 

Commented [Al]: EPA: "The" had been deleted from the 
senate draft. 

--------{ Commen~ [A~]: All streamlining and conforming changes 



This language is provided by EPA as technical assistance in response to a 
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positions of the agency and the administration an the bill, the draft language 
and the comments 

(BJ all known or reasonably ascertainable information 
~garding conditions of use and reasonably anticipated 
exp~s. 
(2.) Subi.fil;t to section 14. at the beginning of each month. the 

Administtato_r shall publish in the Federal Rwter-
(AL_<1 list ..... identifyjng.__ __ by_generic .. .class _ ... unless. J;he 

Administrator determines that more specific information is 
~quired in the i;iublic interest each chemical substance for 
which notice has been received under subsection (b). along with 
the conditions ofµsei for each such substance •. and for which the 
no.t.ifu;;U:jQil_J:l erind_pre_~cribed .bisu.bs.e_ctiv_iiiliim:-t:ct.ilii!, .. ~Rt .. 
expired: and 

(B) a list identifying each chemical substance for which such 
notification period~?-~ _E!xp_ir_ed ~!!1.C::~ -~~~-!ast_p_u~_lJ~!i_~i_q!I_ <J_f S!]_C:~ ___________ _ 
list. -- ---

·-:-fb )--SUBMISSION or~TES1' DATA,--(-l)(A)-1-f-(i)-a-peFson-isr-equired-by 
subseEtien-(-i){-l)-to-submit--a--HotiEe-to-the-AdminisffiltoF--before 
beginning-the-manufactureor-·processingof-a···Chemical-substanEe, 
and-fi i}-such -iJ er-so n--is--req uired to--sub mit-test-data--for--suEh 
substan€eiJursuanHo-a-,-ule-pr-0mulgated-under.'.se€tio&4l3efer-e-the 
submission--of---suc:h-notice,-such · -peFson--shall--submit-tothe 
AdministratoF-suEh-data-in··aErnrdanEe--with-such-mleat-the··time 
netiEe-is-submitted-in-aEEeFdanre-with-subseEti&n-fa3fl3. 
------fB)lf-

F}-a-per-se n is-req uir-ed-l3 y--su l3seEtie n-{a) (-1)- to--su bmit-a 
not-ic-e-to-t-h~dministr-ater,-and 

{ii}-suc-h-person-has-been -granted-an·· exemption--under 
sec-tien4(-4fromthe-requtrements-efaHl~ted-unde-r 
seEt-ien 4 l3efere the--suemission of su€h-neti€e, 

suc-h-person-·may--net,-before--the-eicpir-atien-of-the-90-day-perieEI 
whiEh-begiHS-BR-the-date-0-f-the--subrnissien-in-ac-c-ordanEe-With-suEh 
rule-eft-he-t-est-data-the--submission-er-develepment-ofwhiEh-was-the 
basis-for-the-exemption,-manufa0ture-suchsubstance-ifsuEh-person 
is-subjeEt-t~ubsectien-fa3(B(A)--eF-manu-factur-e--eF-iJrecess--suEh 
subst-anc-e-for--a-significant-new-use..:.if-the--per-son--is-subjec-t-to 
subsection-(a)(l-)(B). 
(6}{A)-lfa-peFSOl¼-

(i)·iS-requifed-by-subsection-(a}(-l"3-to-submit--a-netic-e-to-l:he 
Administrator-before-beginning-the-manufacture-or-processing 
ef-a-Ehemical-sul3stance-listed-under-par-agr-aph-f4+.--anEI 

(-ii-)-is-net-requireEl-l3y-a-rule-iJromulgated-unEler-seEtion-4 
before-the.submission ofsu<ch··notice to-submittestdata·for su<ch 
su bst-ance, 

such--persen-shall--submlt-to-the-AdministrntoF-data-pFes€Fibed-by 
subparagraph{B) at-thetimenotiEe·is-su bmitted ·inaccordance-with 
subs&t4en-{a)(l}. · 
-(-E)-Dat-a-submitteEl-pur-suant-t:o·subparagr-aph-{A)--shall-be-data 
which-the-persen-submittingthe-data-believes-shew-t:hat-

(-i}-in-t:he-Ease-ef-a-subst-anEe--with.;--espeEt-te-whi€h-netic-e-is 
requirea--unde-r-subsectiOR-(-a}8"3(A),---the-:-manufac-t:ure, 

2 

Commented [A3]: EPA: Add '"identified in the notice"? 

Commented [A4]: EPA: Probably makes more sense to 
substitute "1he review period prescribed by subsection (d):. 
since it's the review period. not the notification period. that 
seems to govern completion of review. 

Commented [AS]: EPA: Again. review period would 
probably be better. 
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p FO€essing.aistr-ibllHOn--Hl--€el1lffieF€e,use,-ana-aisposa!-of:..the 
c-hernic-al-substanEe-or-any-Eornbinatfon-okuEh-aEtiviees-will 

· nof--PFe5em-an-unreasonable-risk--Ot:--injufj'-te-health-or-the 
environment:,or 

fiifin-thease-0f-a-€herni@l-subst-anEe-with-respeEt-to-whiEh 
lletire-is-Fe{juirea-umler-subseEOOn--fajfl-}fB},the--iiltemlea 
sigllifi@nt-new-use-of--the--€hemi@l-substanEe--will--not-present 
all-unr-easonable-risk-ef-injury-to-health-er-the--envimnment. · 

-~3J-I)ata-submitt:e6-llnaer paragraph-{-1-l-er-f&}-shall-be,..maae 
availuble,511bjea-te-seEOOR-±4,-fe-minaeon-by-inte-reste-a 
persons.. 
--+B{A)(i) The Administrater-may.y rule, COffif}He-ilnd-kee-p 
current--a---list-ef-Ehemical-s!lbstances-wiili-re-spea-to-whi€h-the 
Adminfst-rator-finas-that-the-mallufactuFe,precessillg.Eiist-r-ibution 
in-rommerce,use,er-aispesal,-OF-any;:-0mbinatien-of-such-acevities, 
present:s-or-may-present-an-unreasonable-risk-ot:-injury-to-health-or 
the-envir-ellme-nt:. 
--{-ii)-ln-rnaking-a-finEiing-tlnEie-r-c-lause--(ijthat-the--manufaEtllre; 
proEessing,distribution-in-<:-ommerce,-use,or-disposal-01'-a-c-hemical 
subst-ance--er--any-Eem binaticm--okuch-aEt4 vitie-s-p re-sen ts-or-may 
present-an-unr-easonable-risk-of-injufY-to-he-alth-er-the-envir-ellment; 
the-Administrater-shall-consideF-all-relevant--faEtors,-including-

fl)-the-effeEts-ef-the-€hemical-subsrallEe--On-he-alth-ana-the 
magnitllae-ef-hllffia&el!fl05UFC to s11ch SllbS@llC~!ld 

(11:}-the --effects--of-the---chemieal-substance--on---the 
environment-ana-the-magmtude--ef:.ellvirollment-al-expesure-to 
su€h-s!lbstance. 

---fB}-T-he-AdministFator--shall,--in-prescribing-a-rule-under 
subparagraph (A) •.vhich lists ally chemical s11bstallce, iaentify those 
uses, if any, which the Administrator determines, by rule under 
subse€tion-fa){-2+,-weula-const-irut:e--a-sigllifiEantc-new-tlse-of....su€h 
substance. 
----{G}-Any-rule-under-subparagr-a!}h-fA),-a!ld-any-substantive 
amendment-er-repeal ef.suc:h-a-rule,-shall-be-promulgated-pursuant 
to-the-j}recedures-specified in sece~ited-States 
Goae,e-X€ept--t-hat-(~}-the-AdrninistratoF-shall-gwe-4nterest-ed-!)eFSOnS 
an-opportullity-for--the-oral-presenratien-of-data,--views,-or 
arguments,-in---arulitfon to an opport11nity--to-make-writoten 
s11bmissi0ns,(ii}-a-transcri!}t--shall--be-ke-pt-01'-any-oral-presenration, 
and-(iii}theAdministrator-shall-make-and-publish-with-the-rnle-the 
findmg-aescribed ill-5Ub-paragraph-fi\.). 
----{€)-EXTENSION OF NOTIGE .PERIOD.--The-Administrator-may...fer-goea 
Eause-e-xtenEl-fer-additional-periods-fnet-to-exEeed-in-the-aggregate 
90 days) the !}eried,-pre-scribed by subseceon (a) or (b) before 
whic-h-the-manufac-tur-ing-er--prece-ssing-ef~hernical-substanc--e 
subject-tosueh-subsection-may-begin.-Subject-to-se€tion-11-,suEh-an 
extension and the reasons therefor shall be published ill the Federal 
Register-alld--shall-const1tute-a--final-age-ncy-acti0n-subject--te-judicial 
Fev~w. 

(d) Review ofiNotic~.~ _ .. 

3 
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U) INITIAL REVIEW.-
___(A) IN GENERAL.-Subject to subpara_graph (B), not later 
than . .90 da~ after theJiate of receipt of a notice .. submittedunder 
subsection (b), the Administrator shall, following a review of the 
notice and any relevant information about the chemical 
s~bstance a,yail;iliJ(tg.,th~_M_1!1inistr,<1t(?r,jp_c\ucli~(on11~tion _______________ .---{ Commented [A7]: EPA: Should be "reasonably availabie"? J 
about the potential for exPQSUre to humans and the 
environment ~nd any relevant information identified in 
s_ubsection (c)(lQ, ma~~ _<!_d~term_ir_<_1r!~_f!_ u_nder p_a~<1_g_~<_1p_h_ (22: ___________ .. / 

(fil_EXTENS1QN.-E;l(cept a_s._pJ:Qvide_ctin_p.ar.agrnp.b_(2l(C.l, 
the Administrator may extend the period described in 
subparagraph (A) for good cause for 1 or more periods, the total 
of which shall not be more than 90 days, 

(23) !OETERMlNATIONS.-Before the end of th.e applicable 
period for review under Ilarairaph (11.~nd subject to section rnw:r _________ , 
the Administrator shall-- \, 

A~er1nine.,_without_a consideration ... of costs. or o~her non-risk factor~ \.:::,,, 
that the chemical.substance or signifiqnt new,yse lnay_p;:eseQtan 
unreasonable risk of injury to health or the environment under the 
conditions of use to the_general_PQPj.liation or .to a potentially ex_pJ)Sed 
or susceptible pJJp)l)ation identifiruy the Administrator, in.which case 
the Administrator shall take applicable action under Q!!ragrapl:1.Q1 

kB) determine that manufacture of the chemical subsiance or 
manufacture and processing of the chemical substance for the 
significant new use may commence, notwithstanding any remaining 
portion of the applicable period for review under subsection.(b)(I): ~~----

(Pl_ cletepl}/ne, th}l~ 11_dditionaI in(o~w!ion_ i~ J:ie.e:essa_!X ip_ _[!~der_ 
to make a detem1ination under subPfil1lgraph (A) or (B), in which 
case the Administrator-

Lil shall provide an _o_pportunity for the submitter of the 
notice to submit.the infomiation, and may_extend _ _the review 
period for a reasonable amount of time by agreement with the 
submitter to allow the_ development_and submission of the 
information: 

ilil._may promulgate a rule, enter into a consent agreement, 
or issue an order under section 4 to require the development of 
the infQ!:.Q11!1!Q!Lllm! . 

(iii )shall, on receipt of inf9rmation_the Administrator finds 
sutlicient to support a determination under subparagraPhJ&Qr 
LBLpJompJ!y make the determination, and take action under 
mm!!lrnPh_(3) __ a~.!!RPJi~!!l;,J~ 

(3) RESTRlCTJONS.-
{A) DETERM)NATIQN BY THE ADMINISTRATOR.-,-

ilLlN GENERAL.-If the Administrator makes a 
determination under paragr.iph__(2.l(Al.with respect to a 
notice submitted under subsection_(bL-----
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--····---------·-·--······-·------·---.. ·----
Commented [AS]: \;:PA: This is redundant, since this this 
· information in the "notice", which is already r!'lferenced above. · 

Commented [A9]: EPA: In· response to the specific TA 
request of '12:09pm, February 23, about reviewabillty iri court: 

The determination seems to meet thEf Bennet v. Spear iest for · 
a final agency action. It marks the culmination of a decision-
making process established under§ 5(d)(2) and legal .. 
consequences flow from the decision. This would be 
reviewable in court under the APA, subject to a 6--year statute 
of limltations. It is not covered under TSCA Section 19 · 
(Judicial Review) but the main effect of that fact is to' send 
judicial review to a U.S. District Court under the &-year limit, 
notthe Cou~s of.Appeals under the TSCA 6~ay limit. 

Commented [AlO]: Another option for review and 
discussion 

Commented [All]: EPA: II is confusing to say that EPA's 
. determination is subject to the preemption provisions .. , 
Presumably the intent is to say something about the effects of 
an EPA determination (and even that would be confusing and, 
unnecessary). 

Commented [A12]: EPA: Note that, .while EPA does r\ot 
view this as a very high bar, there is some caselaw indicating 
that the standard requires EPA to.find an overlap between 
levels of concern and actual exposure. 

Commented [A13]: EPA: This contains no standard for the 
decision. Without clarification, this could lead to lltigation 
about whether or not a (d)(2)(B) determination impliedly 
requires showing that a (d)(2)(A) determination is impossible, 
If that is the Intended objective, you could say something like 
"determines that there is no [reasonable?] basis to determine · 
that the chemical substance may present. .. ." 

commented [A14]: EPA: 
1.Nothing prevents manufacture in the meantime for these 
·chemicals, Is that intentional? If the data comes back 2 
years later showing that the chemical may present an 
unreasonable risk, It does not appear that a determination 
under (2)(A) or a restriction under (3) would be timely, Both 
provisions· seem to assume that action is .occurring within 
the ordinary review period of 90-180 days. 

2.ln line with the comment above as to the 'may present" 
standard, "(C)" may indicate that EPA needs a fairly 
substantial amount of information to make the. 'may 
present" finding in "(A)". Under current TSCA. EPA can 
make the "may present' finding for new chemicals only 
where 'information available to the Administrator is 
insufficient to permit a reasoned evaluation of the health 
and environme.ntal effects" of the chemical substance. In 
contrast, the drafting here suggests that lack of information· 
would be a reason not to make a "may present• finding. 



This language is provided by EPA as technical assistance in response to o 
congressional request. The technical assistance is intended for use only by the 
requester. The technical assistance does not necessarily represent the policy 
positions of the agency and the administration on the bill, the draft language 
and the comments 

~_g_Administra_tm:, before the end of the 
_ap_pJ!J;_able period f9r revj_ew un_d_e.r_p_m:ag)]lp_b_{J._J_a_n_d 
by consent agreement or order. shall prohibit or 
otherwise restrict the· manufacture. PLOCessiugjµ~ 
dtstribufumjnz~, CJr _dj.mos&Ci:ls appJjc_q!>Jg)J>J _ 
the chemical substance. or of the chemical substance 
fuLa__s_umifi1:_ant n_ew us_e~ such that the Administrat_Qr 
determines that compliance with such prohibition or 
restrictions kre :Sufficient to ensure that there is no 
longer~ reasonable-bashl~joic)~dAf!l_~! t11~cii@iiaf::: 
substance or significant new use may present an 
unreasonable risk of injury to health or the 
~nvjrn_nment: and 

(11) ho personhnay_ COlllmencE! _lllanufactur_~ of the 
i;M!l!ical substance. or m_i!nufacture or processing 9f 
the chemic;_al substance for a signific~w use. except 
in compliance with the restrictions specified in thei 
consent agreement or o"rder. ' · ' -

Commented [AlS]: EPA: Distribution in commerce a_nd use 
are reversed form usual order.- · - · 

Cominented_[A16]:.EPA: Should be "is" 

Co_mmented [A17]: EPA: Not parfofthe (2)(A) standard, 
but may be as good a formµlation as any_ · 

(B) REQUIREMENTS.-Not later than 90 days after issuing 
a consent agreemeo.t or order under subp...aragraph (A). tb~ 
AdministratorslrnJl consider whetherto_promulgate a rule 
pursuant to subsection (b)(2) that identifies as a significant new 
use a!ll'..-PI.anufacturing~s.i.ng,_y_s_e._c;listribution i_n 
commerce. or disposal of the chemical substance that does not 
conform to the restrictions imposed by the consent agreement 

·or order._.and._as _ap_pJic_able, initiate such a ruleniakiug,_QJ' 
p_ublish a statement describing the reasons;bythe Administrator 

Coinmented.[A18]:-EPA:,Note lhalthis bars any person 
(not just the;submitter) from activity that would be inconsistent· 
with the. order or !!lgreemenf .In contrast, u_nder TSCA 
currently, a section 5(e) order restricts only the recipient. The 

·bill formulation calls Into question the need for.EPA to 
considering issuing a'SNUR, as would be required by 
subparagraph (B), since the purpose Of a SNUR following a 
5(e) order is typically to apply the terms of the order to 
persons who are not parties to the order.. Ttiis is an issue 
with the current Senate bill drafting that ·we had not picked up 

\ oh.before. " · · · 
,)-,,,, - . . 

Commented [A19]: EPA: "such a" would be',better 

for notjni~ch a rule making. - --- -· · -- -- ---· · 
. _____ : .. { Commented [A20]: EPP.: Sho_uld be 'oF? -

(C) ~NCLUSIONS,:-A prohibition or other restriction under 
subparagraph (A) may incfude, any requirement or combination 
ofLequjrements listed in section6J!al), _________________________________ _ 

(D) PERSISTENT AND BIOACCUMULATIVE 
SUBSTANCES~r3ChemicaLsubstance the Atlmi_nistrator 
determines. with respect to persistence and bjoaccumulation, 
scores high for 1 and either high or moderate for the other, 
pursuant to the'.tS..CA Work Plan Cb.emic.aJs Methods Document 
pubiished by the Administrator in February 2012 (or a 
successor Methods Document), the Administrator shall, in 
selec;ting_amo_ng__prohlbitions,md otheyJestricJ;Loris that the 
Administrator determines are sufficient to ensure that there is 
no longer a 'reasonable basis i:o determine that the chemical 
substance may p_re.ent an unreascinafi1i ri°il( tojieaii:h~'andJbe --. .. . . -
environment •• reduce potential exposure to the substance to the <,~:-- .. 
maximum extent prjicticable. ··,, 
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C~IJ!mented [A21]: x-ref as discu~sed, but n_ote that EPA 
says it doesn't need any list at all. 

Commented [A22]: EPA: Note that the current 6(a) list is 
not compreh-ensive. ' ·. · 

. Commented [A23]: EPA: 'Reasonable basis: is n9t in the 
standard (but again my not be a bad formulation). 

Commented [A24]: EPAiShould ;dd "~!-Injury' after "risk" 

Co!llmented [A25]: EPA:.~hould be"or" 
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(E) WORKPLACE EXPOSURES.-To the extent practicable, 
the Administrator shall consult with the Assistant Secretary of 
LabJ)I" fodlccupational ~afety @d Health.JlriorYLadopting any 
prohibition or other restriction under this subsection to address 
workplace exposures. 

(F) DEFINITION OF REOUIREMENT.-For purposes of this 
Act. the term 'requirement'· as used __ in this sectio_n -does not 
displace common law'. 

(e) Notice ofCommencement.-
(1) IN GENERAL.-Not later than 30 days after the date on 

which a manufacturer that has submitted a notice under subsection 
. (fuommences nonexempt commercial manufacture of a chemical 
substance, the manufacturer shall submit to the Administrator a 
notice of commencement that identifies-

(A) the name of the manufacturer: and 
(BJ the initial date of nonexempt commercial manufacture. 

GD WITHDRAWAL.-A_manufar:turer or processor that_has 
submitted a notice under subsection (b), but that has not 
commenced nonexempt commercial manufacture or processing of 
the chemical substance. may withdraw the notice, 

Lf) Further evaluation.-The Administrator may review a chemical 
substance for which a notice of commencement has been submitted 
at any time, consistent with Section 6. . 

{at-GoNTENT-OF-NOT!CE;---I!UBblCAT!ONS !NTflE-FEDERAb-REG!Sl'ER.--fl}-The 
nGtire-Fequired by subsection (a) shai!---¼n€1uGe-

(AFnsof-ar-as--known-to-the--pe-rso n-submi tt4ng--the-not4ce-0r 
insofaF-as-reasonably---asce-rt-ainahle,--t-he--imoFmat4on-de-scribed 
in-s1IDpar-agraphs-(-A),---(-B:),--{f~,---(D},--fF-),--and-(G}-of---section 
8(a}(-2-),-and 

fB}---in--such-foFm-and-mannei'---as--the-MministratOF--may 
presc-Fibe,---any--t-est--clata-in-the-pos-session-or-c-0ntrol~f-the 
person giving-such-noticewhich-are-related-tothe effec-t-of any 
manufac--ture,-pr-oc-e-ssing,--tlistribut4on--in--c-omrnerce,use,---or 
d4sposal--0Huch---substance-or-any-art4Ele--£ontaining-such 
substance,-or-of-any-combination-of-such-activities;-onhealthor 
the-envir-0nment,ana 

(f-}---a-de-sC-Fiption-of-any--ot-her-dat-a--concerning---th-e 
en viro nmen tal-and-health-effects -of-such-substance, insofar as 
known-te--the-per-son-making--the-not4ce--or-insofar--as'fe-asonably 
ascertainable. 

Such-a-- notice-shall- be--made-available,subject- tosection-14,:for 
eiramin-at4on-by--inte-re-st-ea-pe-rsons, 
--f6}-Subject-to-seEt4on-1+,---not--lat-er-t-han--fi-ve--t!ays--{ei.cluaing 
Sa tu£aays,--Sundays-ana-legal -holiaays )--after-the-aat-e-o f-the-FeCeipt 
Gl'-a--not4ce-und er-slIDs-ectiGn--(a:)-or-of--aat-a-unae-r-subsect4on--(b-},the 
Administrat-0r-shall-pueli-s-hln-the-Federal-Regis-ter-a-notiEewhiEh-
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Commented [A26]: EPA: Makes no sense - how would a 
term displace common law? And the section generally uses 
"restriction" not "requirement" anyway. J 
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(A)-identifies-the--€llemi@l-substan€e-fef-Whieh-not-ice-oF 
datahas-aeen-rec-eivedt 

--fBtttsts-the-uses-oF-intenaed-uses-o.f.sueh-sHbstanee;-and 
----{f-}-in-ilie-ease--0f.the-receipe-of-data-undersubseetion 
(b},--deser-ibes--the-natuFe-of-the--tests:..peFfer-med-on-sueh 
substanc-e-and-any-4lta which was developed pUFSUant---tO 
subsection-(b)-or-a-r-ulHndeF-seetion-4. 

A-notic-e-undeF-this-paragraph-respeeting-a-ehemic-akubstanee-shall 
identify--the--€hemi€al--substanee--by-gener-ic class unless--the 
Administ-FatoF--det.etmines-that-more--specifie-identific-ation--is 
Fe(juired-in-the-pubHE-interest. 
-----f3}At--the-beginning of each month the Administrator shall 
publish-a-ltst-in-the-Federal-Registero~-eaeh-€hem-i€ill-substanee 
for-whic-h-notiee-has-been--reeeivecl--under-subsection--fa}-and-for 
whieh-the-notifi@t-ion-period-preser-ibed-by-subsec-tion-fa},-fb},-or-(c-3 
has-not-expired,and-(B)-ea<:h-€hernic-al-subst-anee-for-whieoh-suEh 
notifieation--period-has--e-xpired-sinee-the--last-publieation--in--the 
Federal-RegisteF-ot:-suEh-list. 
----(e-}-REGULATIONPENDING DEVELOPMENT-OF-.INFORMJ\TION.-­

{-1-}{Aj-lf.the-Administr-atoF-deter-mines-that-
{-i}-the--information---available--to--the--Administr-ator---is 

insuffkient-to-perrnit-a-reasoned-evaluation-of-the-health-and 
em4ronmental-effeets-of-a-€hemic-al-substanEe-with--£espeet-to 
which notice is required by subsection (a); and -

(ii)(l)-inthe-absenEe-of-sufficient-inforrnation-to-perrnit-the 
Adrninistrator-to-rnalre--suc-h-an-evaluation,the-rnanufaEture; 
pi-ocessing, distribution--in-€omrneree,--1iSe,-er-disposal of su€h 
substance,or-any-cornbination ofsuch-activities,-rnay-presentan 
unreasonable risk of injury to hea~ronment, or -1-1) 
·such substance is or ·.viii be produced in substantial quantities, 
and-such--subst-anEe-either-enters-or--may-r-easonably---be 
antieipated to enter the environment in substantiakjuantities 
OF-there-is-oF-may-ae-signific-ant-or-substantial-haman-ex.posure 
t-0-the-substance,-the-Administratormay-issue-a-proposed-order, 
to take effeet--on the el!pirati-On--ot:--the notification period 
appli@ble-to-the-rnanufacturing-oF-pFOcessing-ofsuch-substance 
under-subsection-(a).(b},or-{G),to--prohibit-or-limit--the · 
manufacture,--proeessing, distributien-in-c-Ommerce,-use,-or 
disposal--ef-sueh-substance--er-t~r-ohibit-er--limit-any 
combinationof-su£h-aEt-ivities. 

--(-B)-A-.pro.posed-order-may-not be issued under subparagraph 
{A}-respeeting-a-ehemieakubstance-fitlater-than-4%-0ays-before-the 
expiralcion-of-the--not4fication-period-applic-able-to-the-rnanufa€ture 
oF-pFOCessing cifsuch substance-under subsection-fa),{-b},-er{c},-and 
fii-)-unless--the-AdministratOF-has,on--OF-before-the-issuance-of.the 
pr-oposed-erder,-notified,'..in-writing,-each-manufa€turer--or 
processor, as the case may be, of such substance of the 
aetermination-whic-h-underlies-such-ordei; 
--fG-)-~f-a-m-anufac-tureF--OF-processor-ofa..chemical-substance-to-be 
subject to a proposed order issued under subparagraph (A) files 
with-the-Administrator-(within the 30 day-period-beginning--0n-the 
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dare-su€h-manufa€1:-urer-ocfr-eresso H-&eiveEl-the-notic-e---required 
by-subparagr-aph-fB)fii)}ebjeEtionssp&ifying-w-ith-partiEularit:y-the 
provisiO!lS--Bf-the-oFEl-er-----£eemed-e-bje€1:ionable-arul-stat-iHg-the 
gmunds-therefoF,-t-he-propesed-orEler-shall--not-t-ak-e--effe&. 
---f2-){A3{-i)-Except--as--provided-in--dause(ii},-if-with-respe€t-to-a 
€hemi€-al--substan€e---With--respe€1:-te--whi€h--noti€e--is-reqlfired--by 
subs&tien---faj,-the--Adm-inist-rater-makes-the-detemlinatio-n 
desEFibed-in-paragraph-{-1-)fA}-and-if-

(l) the Administrat-0r-dees-no-t-issue-a-~rdeF-under 
paragraph-(-±}-r-especting--sHffi-Substanc-e,-er 

fl-l:}-t-he-Administr-ater--issues-su1oh-an-erder-respe€ting-su€h 
substanre-hut-such order does net talm effeEt-bec--ause 
ebje€tienswer-e-fi-led-undeF-parag-raph-fB{ftwith--respect-te--it, 

the--Administrator,--through--attorneys-of-the---Environmental 
P.r-ote€tion--Agenc-y,-shall--apply-to-the-lmited-&t-ates--Distriet-Go-urt-for 
the-DistriEt--of-Golumbia-or-the- United-States--distrkt-€ourt-forthe 
judicial-distri€1:-in-which-t-he-rnanufaetur-er-or-pro€essor,-asthe-ease 
may-be,ef-suc-h-subst-ance-is-found,-r-esides,.or-transaets-business-for 
an--injunction--to-prohibiE-or-lirnit-the-rnanufa€ture,pro€essing, 
distr-ibution-in-commerce,-use;-or-dispesal-of-sueh-substanc-e-for-to 
prohfuit-eF-lirnit-any-Eornbinatien-ef-sU€h-aet-ivities}. 
---{ii)-1-f-the -Administrator--issues--a -proposed--order-under 
paragr-aph-(-13(A)-respeeting-a-€hemi€al-substaneebut-sueh-order 
dees--not-t-ake--effe€1:-beeause--ebjeetiens--have-been-filed-under 
paragraph--f-1-)(G}-with-respeet-to-it,the-Administrator-is--not 
required-to-apply-for-an-injunctfon-under-dause-(i}respecting-su€h 
substall€€--if--t-he---Admin-ist-rator-determines,,-on-the--basis-9f--su€h 
objeEtions,thatthe-determinations-under-paragraph-(-13{A}-maynot 
be-mad& 

{B) A district court of the United-States-which--receives an 
applicatien--under-subparagraph-(-A3f~)-for--an-inj-unct-ien-Fespeeting 
a--Ehem-ic-al-subst-ance-shall-issH€--Sllch-intuH€tio-n--if--the-ceHFHinds 
that--

(i3-the-information -available-to -the---Administrator--is 
insufficienH-e-permit--a-reasoneEl-evaluatio-a-of-the-health-and 
envir-onmental-eff&ts-of--a-eherni@l-substan€€-With-r-es!}e€1:-to 
which-noti€e is-req uired-by-subsection-(a);-and 

(-ii-)(1}-in-the-absenEe-ef-suffieient-infermation-to-!}ermi~the 
A<lministrat-or-to--make--suEh--an-evaluation,-the-manufac-t-ure, 
processing;- distribution-in-c:ommerc:e;- use;--or--disposal--of-sueh 
substanEe,e r-any-comb-ination-ef-sHEh-a€1:-ivi ties,-may-present-an 
unreasonable-risk-of-injury-te-health-erthe-environment,-er 

fll)-such-substanceis-or--will-be-produc:ed-in-substantial 
quantities,.and-suc:h-substanEe-either-enters-oF-may-reasenably 
be--ant-i€ipated-to---enter-the--environment--in-substant-ial 
quantities or-thereis-ormay-be-signifkant or substantial-human 
exposure-to-the-substa-

--EGJ-f!ending-the-£ompletion-o-f-a-prnEeed-ing-fer-t-he--issuance-9f 
an-injunction--under--sHbparagr-aph--(-B)--respeeting-a---chemiEal 
substanee,-the-ceuFE-may.u!}on--application--of..t-he---Administrator 
made-thr011gh--atto-rneys-e-f-the--Environment-al--P-r-ote€tion-Ageney, 
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issue---a-temperary-restraining-offier-oF-a-pr-eliminary-inju aEtion-to 
prohibit-the-manufac-tilre,pr-oc-essing,distFibution-in-c-ommer-£e,-use; 
914lispo sal of such----a-substanee---f9F---any comb in-a80fl-Of---5Uch 
ac-t-ivities-)-if-the-rourt-fimls-that-the-noafic-ation-period-applic-able 
undeHubsection-{ar,{b},--oF-{t-}-to-ilie-manufactuFing-9r-pr9cessing 
9kuch-!ffibstan~re before such---pFOEeeaing--GHl-be 
complet-ed. 
--f-D-}-AfteF--the---submission--ro--the--Administ:r-at9r--of-t-est--{iat.a 
suffi€ient--to--evaluate-the-health--and--envirnme-nral--effects--of-a 
che-mical-s-ubstance----subject--to-----an---injuncti9n-is-suea-under 
subpar-agraph-{-13j--and-the---evaluation-of-suc-h-data-by--the 
Administr.aror, the district court of the---Ynite-d---&tates-which issued 
such-IBjunc-t-ion--sh.all,-upon-petition,dissmve-ilie-injunction-uruess 
the-Administr-at9r--has-initiated-a-proceeding-fOF-the-issuance-9f.-a 
rule-under-se-ct-ion-6{.at--respecting-the-substanEe.--lf-such--a 
proceeding-has--been--initiated,-such--£ourt-shall--rnntinue--the 
injunction-in-effecHmtil-ilie--effective-date-ofthe-mle-promulgated-in 
suc-h-pFOEeeding-or,-if--such-proce-eding-is-ter-minateEl-wiiliolff-the 
prornulgation-of-a-r-ule,upon--the--terrninat-ion-of--the-proceeding,· 
whichever-occ-urs-fiFst; 
--Ef}-f!ROTECTION--AGi\lNST --YNREi\S.ONi\BLE-RISKs.-flt---lf-the 

Administrator-finds-thaHhereis-a-reasonable-basis-to-£0nelude--that 
ilie--manufactur-e,-proressing,dist-Fibution--in-c-omme-rce,-use,or 
disposal 9f..-a-€hernical substance with respe-ct-to-which-notire-is 
requir-ed-by-subse<otion-fa},-or-iliat-any-cornbination--of-su<oh 
act-iviti-es,present-s-or-will-prese-nt-an-unr-easonable-risif.of-injury-to· 
h-ealt-h--or-environme-nt-eefore a rule promulgated under--section-6 
can-protect-against-sueh-risk,the-Administrator-shall,-before-the 
eicpiration of the notificatioa period applicable uader subsection (a), 
(b), or (aj to ilie maaufacturing or processing of such substance, take 
ilie-.action-authorired-by-paragr~-3-)-to-ilie-e-lAfnt-necessary 
to-protect against such risk. 
--f2-}-T-he-Administ-rator-m.ay-issue-a-prop9sed-Fule-i1Hder--section 
6(a)-to-apply-toa-Ehemical-subst.ant:cewiili-respeet-to-whi£h-a-finding 
was-made-i!Dde-r-paragraph (1) 

(Ara-r-equir-ement-lirniting-the-amount-of-such--substance 
which-rnay-be-_rnanufactured,-proecessed,-or-di_stributed---in 
c-ommerce; 

(-B)-a-requireme-nE-desc-ribe-d-in-paragraph-f2-),{-3-);-f4),-(-5), 
(6),or-(-7-)-of-seetion-6(-a),or 

fC+any-tomb ination--of-the--requirements--refer.reEl-to-in 
su bpar-agr-aph-(B). 

Such-a-proposed-r-ule-,shall-be-effeetive-upon-its-public-ation-in-the 
fe-de-ral..Register.-Se-c~pply-with-respect-to-such 
r-ule. 
----E-3}{A)-Toe Administr-ator-may-

(i) issue a' proposed order to prohibit-the manufacture, 
proressing,-or-dist:r-ibution-in-c-ommerre-of.-a--subst.anc-e-wiili 
Fespect-to-wh-ich-a-finding-was-made--unde-r-par.ag-rap h-(-1},-o r 

(iir-apply, through attora~nmental 
P-rotection-Agenc~ited-St-ates-Dist-Fict-four-t-for--the 
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Oistrk-t--ef-GGlumbia--or-the--Umt-ed--&tat€5--Elist-Fi~rouFt--foF-the 
judi€ial-distri€tc-in-whi€h-the-manufa€tuFer,or-pm€essor,as-the 
rase-may-be,ef-sl¼ffi-Substanc-e,i-s-fetmd,-resides,-OF-tr-ansa€ts 
business-for--an-injllnEMn-to--j}rnhibit-the-manufa€H1Fe, 
prncessing;or-distFibution-in-£ommerce-of-sueh-substaneec 

A--proposed-BF<ler-issued-undeF-dause--fi}-r-espeaing-a-c-hemieal 
su bst:anEe--shall-take--effe€tc--oH-the-€*P irat-iOfl-Gf-the-notific--ation 
period--applieable-under---subseEtion-fa),--fb}; OF-(c)-to-the 
manufaEtUF€-0filFOC-essing-of-5UEh-substanee. 
--fJB-lf-the-distr-iEt-EOUFt-of-the-Y-ait-ed-&tates-to-whiEh-an 
appli€at-ion-has-been--made-undeF-subpar-agraph-(A}fii}-finds--that 
theFe is a Feasonable basis to condude-that the manufaEture, 
prnEeSsing,-distFibution--in--c-mnmeFEe,-Use,-0r--aisposal--of-the 
chemieal--substance-with-r-espeEt-to-whieh-such-application-was 
made,oHhatc-any--cambination---of-such-ac-tivities,--pFesents-aF--will 
present-an-unreasonable-Fiskof-injuFy-to-health-orthe-environment 
before-a-mJe,promulgated- under-seEtion-6can-pFoteEtc-against-su€h 
Fisk,--the-cou-Ft-shall-issue-an-injllnetion-t-o-pr-ohibitc-t-he-manufaEtur-e, 
proeessing--ordistFibution-in-eommeF€e-of-such -substanee-oF-to 
prnhibit-any--combination-of-su€h-a€tivit-ies. 
--(G}-+he-p-FOVisions-of-sub_par-agrap h-s-fB-)--an4-{-Gt-o-f-su-bse€t-ion 
( e) (1-)-shall-apply-with r-especHo-an order-issued-under-dause-(i}of 
subparagraph-fA);--and-the-pr-ovisions-of--subpar-agraph-fG}-of 
subsectie-n-(-e)fi-)-shall-apply--wit-h-Fespec-t--to-an-iajl±llC-t-iofl-issued 
under-subpaFagraph-fB), 
--(-0}-if-the---Administr-ator-issues--an-oFder-pursuant-to 

sub_par-agraph-f;\3fi)-r-espect-ing-acherni@l-sHbstan€e-afld-objeetions 
are-filed -in-aecoFdanee with-subsection-(e){l-)fG-), the-Administrator 
sha!l-seek-an-inj!lflEtion-under-sllh,paragrap h (A) (ii}-respeEting-sueh 
substan€e-llnless the AdministFataF deteFmines,-on-the-basi 
abjeEtions,-that-suEh-substanEe-does-not-or-will-not-present-·an 

· unreasonable-risk4injur-y-ta-heaklH>F-the-environmeffic 
--(-g}--S+A+llMEN'.!'--Ol'-REA&ON-S--l'GR-NO-T-TAKING-A<::-'l'ION.-If-t-he 
Administrator-has--not initiated-anyaction···under--this-se€tion- or 
seet4an-B--Or-7-t-o-pr-ohibit--oF-limit-the-manufaeture,--pr-o€essing, 
distribut-ion-in-eommer€e,-use,or-disposal-of-a-£hemi€al-subst-anEe;. 
with-respe€Howhkh--notification-ordata-is··required-by-subsection 
fa)(1'3{B}--or-fb},---before-the-e*pirat-ion---of-the-notifi€atio-n-peFioa 
appli€able-to-the-manufaEt-uring-Br-pre€essing-of-sueh-substanee;t-he 
Administrator-shall--publish a-statement-of--the -AdministFator'-s 
r-easans-for-noHnitiating--sueh----aEtion..SuEh----a-statemenkhall-be 
published-in-the--Feaeral-Regist:eF-before-th€--e*!)iFat-i0n-0f-suEh 
period.Publication-of..-··SU€h· ···Statement-in-ac€ordan<ce-with--the 
preeeding-sent-enee--is--not-a--prerequ-isite-ta-the-manufaEtUFing--0r 
pr-oc-essing-of-the-substan€e-with-Fespe€He-whi€h-t-he-statement--is 
to be-published. 

(g) EXEMPTIONS.-(1) The Administrator may, upon applic.ation, 
exempt any person from any requirement of subsection (a}-oF-(b) to 
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permit such person to manufacture or process a chemical substance 
for test marketing purposes-

(A) upon a showing by such person satisfactory to the 
Administrator that the manufacture, processing, distribution in 
commerce, use; and disposal of such substance, and that any 
combination of such activities, for such purposes will not 
present any unreasonable risk of injury to· health or the 
envi ro nme nt,>Yitho~J:()UII t cost or other non-risk 
factors. and 

(BJ under such restrictions as the Administrator considers 
appropriate. 
(2)(A) The Administrator may, 11pon applicati~t-any 

pef5GIHf-om-t-he-FequirellH!Ilt-ofsubse€t4en-{-b)f2-}-te-submit-data-for 
a-chemical-substance.-lf,upon-rereipt--of-an-appli€at4on-under-the 
preE:-eaing-sentence,the-Administnltor-determines-t-hat­
(i}-the-chemi@l--substance-with-respect-to-whieh--suEh-appli€ation 
was-submit:ted-is-equivalenHo-a-chemical--substanee-for--which-flata 
has-been-submit:ted--to-the-AdminiSffator--as--r-equired-by--subsection 
(b)(2-),-and 
fii)-submission-of-flata-by-the-applicant--on-such-substance-would-be 
duplicative-of:-data--whk-h-has-been-submitted-to-the---Administr-atoF 
in-accor-aanEe-with-sU<,h-subseGtfon, · 
the-Aaministr-at-or-shall-eKempt:--the-applicant..from-the-requir-ement 
to-submit-such-aata---on--such substance. No exemption-which-is 
granted-under-this-subparagr-aph-with-r-espeeHo-the-subinission-of 
data--for--a-ehemical--substanc-e--rnay--take-effect-before-the-begimung 
Of-the-reimbuFSement-p~!lPlicable to suc-h-data; 
-(:8-)---If-the-Administr-ator-e-xempts--any-peFSon;-undeF 
subparagraph (A), from submitting data required under subsection 
(b) (2) for a chemical substance because of the existence---of 
previously-submit:ted-flata--and-#-such-e-xemption-is-granteci-during 
the reimbursement period for such data, then (unle-ss--su€h--person 
and-t-he--pe-rsons-refeFFed-te-in-c-lauses-fi)-and-(-ii)-agree-on-t-he 
amount-and-method-of:-reimbursement)-the--Administr-atoF-shall 
order--tbe---persen-grante-d-the-e-xe-mption-to--jH'OVHle-fair-and 
equitable--r-eimb11FSement-fin-an-amounH!e-teFmine-ci-under-rnle-s-of 
the-Administr-ator)-
(i) to the p ersen-wh&-j}l'e-viously-submitted-the-data--on---whlch­
e-xemption-was-base-d,for-a-portion-of-the-c-osts-incrn,-ed-by-such 
person-in complying-with-the-requirement-under-subsection-(b)-(2-) 
t-0--Slffimit-such-data,-and 
(ii)-to-any-ether--person-wh&-has-been--requir-ed-under-this 
subparagraph-tocontribute-with--respect-tosuch-costs,for-a-portion 
of.$e-amount--such-pe-rson-was-re~te; 
ln-pr-omulgating-rules-.for--the--aetermination-ef-fair-and-e-quitable 
reimbursement-to-the-peFsons-describe-d-inclauses-(i}-and-(-ii-)-for 
costs incurreEi with respect to a chemical substan€e,--the 
Aaminist-rator--shall,aftef-€0nsultat4on-with-the--Attorney-Gener-al 
and-tbe 
Federal Trade Commission, consider all relevant factors, including 

the-effe-c-t--en-the-competitive-position-of-the--per-son-fequir-ed--to 

11 



This language is provided by EPA as technical assistance in response to a 
congressional request. The technical assistance is intended for use only by the 
requester. The technical assistance does not necessarily represent the policy 
positions of the agency and the administration on the bill, the draft language 
and the comments 

pr-ovide-r-eimbuFSement-i-n-relatien-to--the-peFSens-te-be-Feifnbursed 
and-the-share-of-the-market-for-'.suEh-substan£e-of-the-persen 
required-to-proviee-reimbursement-i-n-rel-ation-te-the-shaFe-okHEh 
market-okhe-persons--to-be-reirnlmrsee~For-pHFpeses-et:-jlldiEial 
review,an-erder-uneer-this--subparagr-aph-shall-be-€onsieered-final 
agenc-y-aaie&. 
-ff3-FeF-J}HFposes-ot:-thi5--par-agraph,--th.e-r-eiIIHHlFSement-perioe 
for--any--previously-submitted-data-for-a····£hemi£al-substan€e-is-a 
peried-­
fi1-beginning-on---the--date-of--the-termi-nation-ef-t-he--p-r-ehi bition, 
imposed-under-this-se£tfon,on-the-manufaEture--0r-proEessing--0f 
S¼lffi---Substance by the person--whe-submittee su~ 
Aeministrator,ane 
-·-------fii}ending-
-----t:i}five-year-s-after-the-eat-e-refer-red-to-in-Elause-fi-},-or 
- --(ll)·····at-the-expiration-of-a-period-which-begins-on···the--date 
r-efer-red-te-in-Elause-{i-}-and-is-equal-to-the-peFiee-whi£h--the 
Administrator-determines-was-neEeSSaFY-to-develop-suEh-eata, 
- -whichever is-later, 

(2.3} The requirements of subsections (a}-and-(b) do not apply 
with respect to the manufacturing or processing of any chemical 
substance which is manufactured or processed, or proposed to be 
manufactured or processed, only in small quantities (as defined by 
the Administrator by rule) solely for purposes of-

(A) scientific experimentation or analysis, or 
(B) chemical research on, or analysis of such substance or 

another substance, including such research or analysis for the 
development of a product, 

if all persons engaged in such experimentation,research, or analysis 
for a manufacturer or processor are notified (in such form and 
manner as the Administrator may prescribe) of any risk to health 
which the manufacturer, processor, or the Administrator has reason 
to believe may be associated with such chemical substance. 

GH) The Administrator may, upon application and by rule, 
exempt the manufacturer of any new chemical substance from all or 
part of the requirements of this section. if the Administrator ----·----------'---~ 
determines. without~ 1consid~i:<1tio11_of ~()S_ts_<l!]<i_'.qth_~r_!]O!J:~i~k _____ ------,,-----§-nted [A27]: EPA: Drop 'a" 3 
factors, that the m:3nufacture, processing, distribution in commerce, · - Commented [A28]: EPA: Should be •cost cir". not ·costs 
use, or disposal of such chemical substance, or that any combination and". 
of such activities,_ will not present an unreasonable risk of injury to ~------------------~ 
health or the environmentc_including_a_n unre.asonable __ ct.s_k to a 
potentially exposed or susceptible population identified by the 
Administrator .A-rule-promulgated underthis-par-agr-aph {and-any 
substantive-am-enement-to,-or-repeal-of;-suEh-a--R1le)-shall-be 
pmmulgat-ed-in-aEoor4anre-wi-tll-paragrai,hs-{2-)-and-f3}--0t:-seEtion 
6(€i' 

(1:&) The Administrator may, upon application, make the 
requirements of subsections fa-}-and--(b) inapplicable with respect to 
the manufacturing or processing of any chemical substance (A) 
which exists temporarily as a result of a chemical reaction in the 
manufacturing or processing of a mixture or another chemical 
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substance, and (B) to which there is no, and will not be, human or 
environmental exposure. 

(_5.6) Immediately upon receipt of an application under 
paragraph (1) · or (11(--5} the Administrator shall publish in the 
Federal Register notice of the receipt of such application. The 
Administrator shall give interested persons an opportunity to 
comment upon any such application and shall, within 45 days of its 
receipt, either approve or deny the application. The Administrator 
shall publish in the Federal Register notice of the approval or denial 
of such an application. 

(-ij--OEFINl.'.IWN. For purposes of this section, the terms 
~manufac-t11re'~na_'.'.preres?mean-man11facruring-0r-pF0cessing-for 
Eommercial-purpeses. 
[15 u.s.c. 2604 J 
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Tillery, Loreto 

From: Kaiser, ·sven-Erik 

Sent: 
To: 

Monday, February 29, 2016 6:01 PM 
'Freedhoff, Michal (Markey)' 

Subject: 
Attachments: 

Sen. Markey TSCA TA - section 5 restrictions and inclusions 
Markey.TSCA TA.Section 5 Restrictions and lnclusions.docx 

Michal, 
The attached technical assistance responds to your request on section 5 restrictions and inclusions. 

The technical assistance is intendea for use only by the requester. The technical assistance does not 
necessarily represent the policy positions of the agency and the administration on the bill, the draft language 
and the comments. Please let me know if any additional questions. Thanks, 
Sven · 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 . 
202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov] 
Sent: Tuesday, February 23, 2016 5:51 PM 
To: Kaiser, Sven-Erik 
Subject: RE: Sen. Markey TSCA TA - redrafted section 5 

For starters: 

On the question of restrictions under section 5 - there is a desire by some to maintain the existing 697 list of restrictions 
rather than cross-referencing the 6(a) list, which as you point out is itself also more narrow than .current authority. Can 
you point to times EPA has taken action related to a new chemical that it would not be able to take under S 697 as 
reported? What about under the 6(a)list? 

michal 

Michal Ilana F~eedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 
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SEC. 5. NEW CHEMICALS AND SIGNIFICANT NEW 
USES.MANUFAGTURING~ND-PROGESSING'.NO'l"IGES; 

LaLJEFINITION.-For p_!!ffioses of this sectiqn._tbe term.s 
''ma_nufacture",m.d_'.'pr01:e~ej!Ilfilanufactl!ling_prnrocessing_[or 
commercial purposes. 

(b.a)-NOT)i=E.SIN-GENERAL.-(1) Except as provided in PMl!gT_aplL(_3J 
aru!_subsection (Ilg), no person may-

(A) manufacture a new chemical substance on or after the 
30th day after the date on which the Administrator first 
publishes the list required by section B(b ), or 

(B) manufacture or process any chemical substance for_ a 
use which the Administrator has determined, in accordance 
with paragraph (2), is a significant new use, 

unless such person submits to the Administrator, at.least 90 days 
before such manufacture or processing, a notice, in accordance with 
subsection u;}fd}, of such person's intention to manufacture or 
process such substance-and-w€h---persen--€&mplies--wit.lJ-any 
app!i€ahle-Feqmrement of subsectien-fb1. 

(2) A. determination by the Administrator that a use of a 
chemical substance is a significant new use with respect to which 
notification is required under paragraph (1) shall be made by a rule 
promulgated after a consideration of all relevant factors, including-

(A) the projected volume of manufacturing and processing 
ofa chemical substance, 

(B) the extent to which a use changes the type or form of 
exposure of human lieings or the environment to a chemical 
substance, 

(C) the extent to which a use increases the .magnitude and 
du ratioµ of exposure of human beings or the environment to a 
chemical substance, and 

(D) the reasonably anticipated manner and methods of , 
manufacturing, processing, distribution in commerce, and 
disposal of a chemical substance. 
(3) ARTICLE CONSIDERATION.-The Administrator may 

Le.q_uire_tbe ln_otifi£atioIIJIRde_UhiLs~~tjp,_n_Jo_r __ thumPJff):_ _ 05. 
processing of a chemical substance as part of an article or category 
of articles under paragraph (1) (B) if the Administrator makes an 
affrrmativ_e finding in a o!le und~hl2) that the reasonable 
pptential for exposure to the chemical substance through the articl~ 
QIJ;illegory of articles subject to the rule warrants notification. 

(c)__CONT_E_NT_QF_l'/..Q1:KE;_P_trnLK&.'11QN_$_JNJ:Ji!iEEDERA!,.!Rfil;jsTE~.:-:- _ _ _ _ _ _ _ 
(1) IN GENERAL-The notice required by subsection (b) shall 

inclucle...JYith res_pe_ct to _a chemical substance;... 
(A) the information required by sections 720.45 and 720.50 

of. title 40. Code of Federal Regulations (or successor 
rggulatjons): and 

,--------,---------,------,----------
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(B) all known or reasonably ascertainable information 
~ conditions of use and reasonably anticipated 
exposures. 
(2) Subject to section 14. at the beginning of each month. the 

Administrator shall publish in the Federal R_egister-
(A)__.i ___ list_jdentifyiug._by_ge_11eric _cl.i_ss _unless.the 

Administrator determines that more specific information is 
@Uired in the public interest. each chemical substance for 
which notice has been received under.subsection (b). along with 
the conditions ofµsd for each such substance. and for which the 
lliltifkatiQn..l)fiio_d prescribed.hy:_S1!hs!!_cti@lb)__Qr_(d_iJliis"~9_t_ --
expired: and 

DD a list identifying each chemical substance for which such 
'notification period Jl:i?.~ _e)fR_i_r_~~- s!11_c::E! _th~_ !~!i_t_!)J!b_l!~?.~i_on_ <J_( ~~ch ___________ _ 
list, 

---(b)-SUBMISSIONO~:fEST-DATA.-(-l)(Af!f-(i}a-peFson-is-required-by 
subseEt-ioR-t;Bfl-3-t:o-submit-a-notiEe-t-o-t-he-Adrninisa,at-or-befoFe 
beginning-themanufactuFeor-processingof-a-c::hemiealsubstance, 
and-(ii}--suEh-peFson-is--Fequired-to--submit-test--<lata--foF--such 
substanre-pur-suanHo-a-rule-p-r-emulgat-ed-under-sect-ion+befoFe-the 
submission-ofsueh-notic::e, -su£h -person-shall-- submit--to- the 
AdministFatoF-su£h-data-in-aEC-ordanEe-with-suEh-rule-aHhe-time 
notice-i½ubmJtted-in-aEc-oFdance-wiHi-subs&tion-fa)fl-}. 

-(B}lf­
(-i)-aperson-is-required-by-subsecEion-{a)f-1-}-to-submit-a 

notiEe-to-th-e-AdministratoF;-and 
(ii)--such-person--has-been-granted-an exemption-under 

seEtion-4-fc)-fFomt-he-requir-ement-s-of-a-rt!le-promulgated-HtldeF 
sBEtion+befoFe-the-submissio n of suc-h-Hotice, 

suc-h--per-son-mainot,--b e fo re-the-expiraEion-of-the--9 0-day-pe-r-iod 
wl¼iro-begin-s-on-the-date-of-the-submission-in-acEOFdance-wiHl-suEh 
rule-of-the-test-data-the-submission-ordevelopment-of-whic-h-was-the 
basis-for--the-e-xemption,manufac::ture-such-substarnce-if.such-person 
is-subjeEH-o--subsec:tion-(-a)f-1-)fA-)-oF-manufac:tuFe-oF-pr-oc-ess-suEh 
subst-ance--fOF--a--significant-new-use-if.--the--pe-r-son-is-suajeEt-t-0 
subsection-(a)(-l)(B), 
(2.) (-A-}-H-a-pe-r-son-

fi-)-is-Fequired-by-su bseaio n-fa) (-1-)-to-su bmi t-a-no ti ce-to-the 
Administrator-before-beginning-the-manufac:ture-orprncessing 
of-a-c-hemiral-substance-listed-unElerparngFaph-f4},and 

(-ii-)-is-not--r-equireEl-by-a-r-ule-pr-omulgateEl-unde-rsec:tionA 
before the-submission of suc:h-noticeto su bmittestdata-foF-such 
substance, 

suEh-per-son--shall--submiH:o-t-he-Administr-atoF-data-pr-esEFibed-by 
subparagFaph(B}-atthe-time-notice-is-submittedin-ac:cordanc::e-with 
subseEt-ion-(:a){-1}. · 
-----(Bµ)at-a--susmi-tted-pursuant-to-subpar-agr-aph-fA-}-shall-he-data 
which-the-person-submitting-the-dat-a-helie-ves-show-that-

fi}i-n-the--€ilSe-of-a-substance-with-respec-Ho-which-flot-iEe-is 
r-equired--unde-r-suaseEtien---fa)f-1-)(Aj,--t-he-maaufa€tuFe; 
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prneessing,dist-ributi9fl-iil-€ommef€e;----U5e;--ind-disposal-Gf-the 
ehemic-al-subst-anee-OF---any--€0mbiootien-Gf---sueh---aetivities-will 
oot-present--an--unreasenable-r-isk--Gf---mjUFy---te---health-er-the 
environmen t,--OF 

{-iij-in-the-easeef-a-ehemiea!-subst-anee-with-r-espeeHe-whieh 
netiee----¼s-reflllireEI under subsecti~ 
51g11ifieant-new-use-ef--the--ehemieal--subst-aruie--will--not--present 
an-unreasenable-risk-ef-injury--tehealth-0r-the-envirenment 

-f-3j--Oata-submi-ttea--unaeF--f)aragraflh--f11---or----tfr}--sh-all-be--maEle 
available,---subject-te-sectien-1-4,-----fur---elffi!llif¼atiefl--by-interest-ed 
persons. . 
-f43(A)(i) The Administrator may, by rule, compile arul-keep 
eurrent---a--list-ef-ehemi@l-substances with--respeet-te--which-t-he 
Administ-r-ater--finds-that-the-mallUfaetur-e,--prec-essing,distr-ibutien 
ineemmeree,use,er-disposal,er-any-eombiflation--0f.such-activities, 
presents-or--maypresent-an-unreasonable-risk-of-injury-tohealth-0r 
the-environment; 
-(iir-!n-making-a-findi-ng-under-elause-(i-}-that-the-manufaet-ur-e, 
proeessing,distribution-in-eommerce,use,-or-dispesal-of-a-ehemieal 
substance-or---any-EOmbination---of-sueh---aetivit4es--presents--0r-may 
!)T-esentan-unreasonable-risk-of.injury-te-health-er-the-envir-onment, 
the-Administr-ator-shall-consider---all-relevant-faetors,-induding-

{-B-the-effeets-0f-the-c-hemieal-subst-anEe-Gn-health-and-the 
rnagnitude-of-lmm~staflee;-and 

fll)-the---effects-of-the-ehemiEal--substanee-0n-the 
environment--and-t-he-magnitude-of-envirenmental-ex-posure-to 
sueh-substanee. 

------(B)--T-he-Administrator-shall,-in-presc,ribing--a-r-ule--under 
subparagraph-{A-)-\·Vhich lists any chemical substance, identify those 
uses, if any, which the Administrator. determines, by rule under 
subsectie~),--would-c-0nstitute---a-signific-ant-new-use-of--sueh 
substance. 
--ffj-Any-rule---1c1nEler--subparagr-aph-W,---and--any-substantive 
amendment-or-r-epeal-of-sueh--a-rnle,shall-be-premulgated-pur-suant 
to the proeedMes specified in section 553 of title-5,--lmited--States 
fode,exeepH-hat--fi)-the-Administrator--shall-give-interested-pe r-sons 
an---opportunity---for--the--oral--pr-esentat4on-of-data,---ll'iews,--or 
ai,gu-ments,---in---addition----te----an--p~ake---written 
subrnissiens,-fiB-a-transeript--shall-be-kept---of-any-oral-present-ation, 
and-(iii)the-Administrator-shal!-make--and-jmblish-with-the-mle-the 
HHdiflg-desffibed-in-su-eparagraph-fA}. 
--(€}-EXTENSION OF NOTICE PERIO!r.-+he-Admini-strator-may-for-goed 
Eause-extend-fer-additional-periods-fnot-to-exceed-in-the-aggr-egate 
9-0-da%:)-t-he-p_eriod, prescri-bed by subsectioH---fa}--or---fb-)-befere 
whic-h-the-manufaetu-r-ing--0r---pr0eessing-ef--a-c-hemic-al---substaHEe 
subject-to-suEh-subseetion-may-begin,--SubjeEt-to-section-14-,sueh-an 
extensi-9fl-and the reasoHS-therefer shall be pu-blished iH the Feaeral 
Register-aHd-shali--coflstitute--a-lmal-ageney-aetion-subject-to-}udic-ial 
review, 

(d) Review ofiNotice!.-
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__ .-----{ Commented [A6]; All streamlining -
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Ll) INITIAL REVIEW.-
_ _(A) IN GENERAL-Subject to subparagraph (B). not later 
than 90 days after tlle~t~ceipJ:oJanotice su.lmlitted under 
subsection (b). the Administrator shall. following a review of the 
notice and any relevant information about the chemical 
substancdmi.!abhi!o _ !~_e Mm.i_llj~Jra_~(!r, i!1_qucimgjn_f~r~~- _ 
about the potential for exposure to humans and the 
environment and any . relevant information identified. in 
subsection (c)(lb_, !l_l_ak~ _a_de~e~!11in,1~io_n_l_l_nd_~~-p_a~,1gr,1p_h (7_).__ 

. ---{ Commented [A7]: EPA: Should be ~reasonably available"? 

(B_UXTENS10N.-Excep~asm:ovided in pAragrapJL(Z)(Cj, 
the Administrator may extend the period described in 
subparagraph (A) for good cause for 1 or more periods, the total 
of which shall not be more than 90 day~ 

(23) iDETERMlNATIONS.-Before the. end. of the applicable 
~Jor review und~£TI!P-h (n ti.nd subject to section 18fg1J___ _______ , 
the Administrator shall-- \,-,·.,·,· 

A)Aetermine, without a consideration of costs or other non-risk fact~ 
that the chenJical substance or signifi<;ant new _use lliay_present ari 
unreasonable risk of injury to health or the environment under the 
conditions of use to the generaj_p~pulation_or to a_potentially~osed \ 
or susc@Jible pppJJlation identified by the Administrator,_in which case \ 
the Administrator shall take aQplicable action under Qaragr@h_Ll_l;_ \ 

~B) determine that manufacture of the chemical substance or ' 
manufacture and m:g__cessing of the chemical substance for the 
significant new use may commence, notwithstanding any remaining 
Qortion of the applicable period for review under subsection (b )(1), b~ ___ _ 

(Ql. _clet(!rt_nine ~~-a~ _ad\litionJ\l iti_fqrnvi,tion_ j~_ne_ces~~JY _i11 _or,d~r __ 
to make a determination under s\!Jmaragraph (A) or (B), in which 
case the Administrator-

(i) shall Qrovide _an_ OQportunity _for the submitter of_the 
notice to submit the_informatiQ!h and may _extend the review 
period for a reasonable amount of time by agreement with the 
submitter to allow_the development and submission of_the 
infomiatioi:i.; 

(ii) may_promulgate a rule, enter into a consent agreement, 
or issue an order under section 4 to require the development of 
the information: and 

(iii)feall,on receipJ ofinformation the.Administrator finds 
sufficient to support a detennination under subparagraph (A) or 
illLprompJly make)he determinatiol1..Jl!.ld_ take_action_under 
P.l!BJg[ap.Jl.Qlas_j!ppl_i.9._aj)J_i,;, 

(3) RESTRICTlONS.-
(AlDETERMlNATlON BY J'J-(E_ADM_l_NJSTRATOR.-

(i) IN GENERAL-If the Administrator makeL..<! 
determination under paragrm:i.b_.(2.).(Al with respect to a · 
noti!;_e submitted under subsectio_n (h)_ -

4 

,, Commented [AS]: EPA: This is redundant, since this this . 
~,----···---·---------~ 

information ~n the "n_otice". which is already reference_~ above. 

Commented [A9]: EPA: In-response to the specificTA 
: request of 12:09pm. February 23, about reviewability in court: 

The determination seems to meet the Bennet v. Spear test for 
a final agency action. It marks the culmination of a decision-
making process established under §-5(d)(2) and legal 
consequences flow from the decision. This would be 
reviewable in court under thE, APA, subject to a 6-year statute 
of limitations. It is not covered underTSCA Section.19 
(Judicial Review) but the main effect of that fact is to send 
judicial review to a U.S. District Court under the 6-year limit, 
~ot the Courts of Appeals under the TSCA 60-day limit. 

Commented [AlO]: Another option for review and 

'. 
. discussion - · 

Commented [All]: EPA: It is confusing to say that EPA's 
determination is subject to the preemption provisions. 
Presumably the intent is to say something about the effects of 
an EPA determination (and even that would be confusing and 
unnecessary). ' · 

'. 
Commented [Al2]: E,PA:'Note that, while EPA does not 
view this as a very high bar, there is some caselaw indicating 
that the standard requires EPA to find an overlap between 
levels of concern and actual exposure. 

Commented [Al3]: EPA: This contains no standard-for the 
decision. Without clarification, this could lead to litigation · 
about whether or not a (d)(2)(B) determination impliedly 
requires showing that a (d)(2)(A) determination is impossible. 
if that is the Intended objective, you could say something like 
''determines that there is no (reasonable?] basis to determine 

\ that the chemical substance may present. .. ." 

Commented [Al4]: EPA: · 
1.Nothing prevents manufacture in the meantime for these 
chemicals. Is that intentional? If the data comes back 2 
years later showing that the chemical may present an 
unreasonable risk, it does not appear that a determination 

· under (2)(A) or a restriction under (3) would be timely. Both 
provisions seem to assume that action is occurring within 
the ordinary review period of 90-180 days. 

2.ln line with the comment above as to the "may presen_t' 
standard, "(C)" may indicate that EPA needs a fairly 
substantial amount of information to make the "may 
present" finding in "(A)". Under current TSCA, EPA can 
make t~ "may present" finding for new chemicals only 
where "information available to the Administrator is 

. insufficient to permit a reasoned evaluation of the _health· 
and environmental effects" of the chemical substance. In 
contrast. the drafting here suggests that lack of information 
would be a reason not to make a "may present' finding, 
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(I) the Admjpistrator. be£QL!L_t~ndJLthe 
gp_plicable_pylmLfor revtewtmd~@WI_Jll!_(UJ!nd 
by consent agreement or order. shall prohibit or 
otherwise restri!iJ;be manufacture. processinU$i 
c!istrllllitimlin com~()~ -~jspffe<il,.l~ ilJJ-P.l_icJAf ~Lo f __ 
the chemical substance. or of the chemical substance 
for a sjg_nificant newuse~@clLthaLilie_A_dminMr_ator 
determines that compliance with such prohibition or 
restrictions ~re:~ufficient to ensure that there is no 
longenu:ea5.!lli_abie· b-asis~(Lffi_Tlduili!· that the ciLeinical 
substance or significant.new-·use-·may .present. a11 
unreasonable risk of injury to health or the 
environme_nt; and 

(II) no person lmax_com111e_nce _lllarmfacture of_the 
chemical substance~or manufa<;ture or:....pxo.i:;_essi.ng_of 

. the chemical substance for a significant new use. exc_ept 
in compliance with the restrictions specified in thg 
consen..tl!gr~emfilltQUJrder. · · -· · 

JB) REQUIREMENTS.-Not later than 90 days after issuing 
a COl}_sent agreement or order under subparagr_apJLi.81....the. 
AdministratorshaJlc~l~r whetherto_psomulga_te a_nile 
pursuant to subsection (b)(2) that identifies as a significant new 
~~manufa_cturing, _ _pyoce..ssing,__us~distribu1iorL_in 
commerce. or disposal of the chemical substance that does not 
conform to the restrictions imposed by the consent agreement 
ru:_g_r_d~L_i!.l!d_._as...._<Jp_pli.<&.bk. initi.at.iuuch a rulellg_king~o.r 
publish a statement describing the reasons by~lle J\d111inistr_ator _ 
for no_tinm;tling_s_uch a rulemaking. 

(CJ ffNCLUSiON£.-:A prohibition or other restriction under 
subparagraph (A) may in-clucie, any req11ireme-nt or combi11at{o11 . 
ofr~qµirements listed in section600, _____________________________ _ 

(D) PERSISTENT AND BlOACCUMULATIVE 
SlIB.STANffiS.:=EOJ~~mica)sJibstance the Adminis1@):or 
determines. with respect to persistence and bioaccumulatiQJL 
scores high for 1 and either high or moderate for the other. 
(LursuanttCLthe TSCAWorkYlaJLChe.!D.kals Methods Document 
~d by the Administrator in February 2012 (or a 
successor Methods Document). the Administrator shall, in 
selesting_arn.ong_p;:ohibjtionsand~her restrictLCillL.thaLthe 
Administrator determines are sufficient to ensure that there is 

.--· Commented [A15]: EPA:' Distribution in commerce and use 
are reversed form-usual orde~. . · · 

____ .... ·--{'Commented [A16]: EPA: Should be "is" 

Commented [A17]: EPA: Not part of the (2)(A) standard, 
but may be as good a formulation as any. , . 

Commented [A18]: EPA: Note that this bars any person 
(not just the, submitter) from activity thai would be inconsistent 
with the. order or agreement., In contrast, under TSCA - · 
currently, a section 5(e) order-restricts only the recipien\. The 
bill formulation calls, Into question the need for EPA to' 
considering_issuing a SNUR, ~s would be required by -, 
subparagraph (8), since the purpose of a SNUR following a · 
·s(e).order is typically to apply ihe terms of the order to 
· persons who are not parties _to th~ order.. This i_s an issue 
with the current Senate bill drafting that we had not picked up 

, ·on before. · · • · ·-

'f Commented [A19]~ EPA: :such a~ w;~ld b~ better - ·1 

__ __ . ..--·{ Commented [A20]: EPA: Should be·"oF? · 

Commented [A21]: x-ref a~ discussed; but hole that EPA , 
says It doesn't need any list at,all: · · -

Commented [A22]: EPA: Note that the current 6(a) list is 
notcciinprehensive. ' '\ . ' .. , 

no longer a ireasonable basis to 1cietermine that the chemical ... --· Commented [A23]: EPA: "Reasonable basis" is not in the 
subst_ancgm_a~s~sent%n unreas-0rui.hli @k°to h'ealthli_~e- --- . - .. 'standard (but again (l)Y not be.a bad formulatior)). . 

envi:onment. ,reduce p_otential exposure to the substance to the - ··-~::,·-{ Commented [A24]: EPA: Sh;uld add ~of injury; afle~ "risk" J 
maximum exte_Ilt..P.ra.cru:able., ''{_§,mmented [A25]: EPA: Should be"or" ] 

5 
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.(E_) WORKPLACE EXPOSURES.-To the extent irracticable, 
the Administrator sha!I consult with the Assistant Secretary of 
LahoJfuLOccupJ1tiQ11ASafety_ anc:!..fualth_prior to adop__ting_.lny 
prohibition or other restriction under this subsection to address 
workplace exgosures. 

(F) DEFINITION OF REQUIREMENT.-For purposes of this 
Act, the term 'requirement' as used in this section does not 

displace common iaw. ·-·. ·-·. ·- ..... ·-· ........................ ·• 

(e) Notice ofCommencement.-
(1) IN GENERAL-Not later than 30 days after the date on 

which a manufacturer that has submitted a notice under subsection 
(b) commences nonexempt commercial manufacture of a chemical 
substance, the manufacturer shall submit to the Administrator a 
notice of commencement that identifies-

(A) the name of the manufacturer: and 
(BJ the initial date of nonexempt commercial manufacture. 

(2) WITHDMWAL.-A manufacturer or grocessor that has 
submitted a notice under subsection (b), but that has not 
commenced nonexempt commercial manufacture or processing of 
the chemical substan~e. may withdraw the notice. 

(f) Further evaluation.-The Administrator may review a chemical 
substance for which a notice of commencement has been submitted 
at any time. consistent with Section L 

{-Gj-tONTENT-OF-NOTICE;-l!UBLICATIONSIN-TIIE-fllDERALREGISTER~EB-+be 
neBre--I"-e1:jffi~€lude-

(A-)-insofar-as--known-to-the-peFSOH·SU9mitting-the-noti€e-Of 
iasofaF--as--reasonably---ilsEeFtainahle;-t-he-infoFmat-io!Hle-sefieeEI 
in-su&J*lr-agr-aphs--cfA},(-B},-(-G-},-(D-},-fl'g,--anEl-{-G}-okeEt-ion 
8(a}(2);-and 

(B-}-ifl-su€h-foRH-i!Hd-manneF--as-t-he-Administ-r-at-o-f-may 
pFes€fiee,any--t-e5t-tlata---in-t:he-possessiofl-Or-Eontrol-of-the 
person-giving-such notice-whkh-are-related to-the-effeet-of-any 
maaufa€ture,---pr-0EesSing,di-st:fi-eution-in-oommeF€e,--use,or 
disposal-of-suEh-su-estanre-o~--aFtic-le-€0Iltaining--suc-h 
substance,-or-of-any-eombination-ofsuch aetivities, on health-or 
the--environ-meHt,-aHd 

ff.)-a--flesEFipt-ioa-of--any-ether--data-€oneer-ning-the 
environmental-and:health-effec:ts-of-suc:h-substance,-insofar-as 
lmown-1:0--the-peFSOn--making-the-neH€e--OF--insofaraS-Feasona-ely 
asEeftaina-ele. 

Sueh -a--notice-shaU-be-made-availablersubject--to-seEtion-14,--for 
eira-minatie n--ey--int-er-ested-pe-Fsons-. · 
--(-2.}-$ubjeGt-to-se€t-ion-1-4,-not-later-than--five-days-{e*8ud-ing 
Saturdays;-Sundays-and-legal-hel-idays-}-aft€r-thedate-ofthe-reEeipt 
ehHloore-undeF--SueseEtien-fa}oF-Gf-dat-a--undeF-SueseGtien-fe},---the 
Administr-ater-shal-l-pu~lishin-the-¥edeFal--Regist-er-a-net-ire-whi€h-
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Commented [A26]: EPA: Makes no sense - how would a 
term displace common law? And the section generally uses 
'restriction'.' not 'requirement" anyway. 
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(At-identi-fies-the-Ehernic-al-s11bstanre-foF-whieh-notiee-oF 
data-has-been-reeei-ved; 

---(.JB-lists-the-11ses-OF-iHt-enaea-HSes-of-slleh-substanee;--and 
------f ft--in--the-c-ase-of--the-rereif*-Of-Eiata--11naeF-Subseetion 
fb3,desEFibes-the-natufe-of-the--tests--peFfoFmed-on-s11eh 
s11bstance and----any----data-whi-Eh----was-eveloped-p11FSH-aRE----W 
subse€tion--(-b}-OF-a-rule-l!naeF-Se€tion-4. 

A-noti-c-e-11nde-r-this-paragF-aph-respecting-a-ehemical-s11bstanee-shall 
i-denti-fy-the-Ehemi-Eal s11bstance by gen&i€-----€1a-ss--nnless----the 
Admi-ni-stratoF determines-that more spe€ifiE----ide-nti-fic-ation-is 
r-e{j11ir-ed--i-n-the-!ffibliE-inte-r-e-st. 

(~) At the beginning of each month the Administrator shall 
p11bli-sll-a-list-in-·tbe--Fe-de-r-al-Regi-ste-r-of-We-a€1l-€1lemi-cal-subst-anee 
for-whiEh-notiee--has-been-r-eeei-ved-under-s11bsecti-on-(-a}-and-for 
whiell-the-noti fic-ation-peFiod-presc-r.U:1ed-by-subsection-fa),-(-b},-oF-(E} 
has-not-expired,-and-{B}-each--ehernieal-substance-for--which-such 
notification-period-has-f*Pir-ed-sinee-the-last-p11blication-in-the 
FederaIBegi-steFofsucll-list. 
---fe-)-REGULATION-PENDINGDEVEbOPMENTOFINFORMi\-TION;--
(-1-}fA-}-lf-tll e-Ad miilistfiltor-deteFmines-that'--

fij-t-he-informatien-available-to-t-he--Admi nistrate r--is 
insuffiEient-te-perrnit-a-reasoned-eval11at-ion-ef-the-health-and 
envirenment-al-effects-of-a-Ellemical-sHbstanee-with-r-espeet-t-0 
wh-icll-notic-e-is-r-e(jffirea-by s11bseetion (a); and 

f ii} fl}in the-a bse nee-of-sufficient-information-to-permit-the 
Administ-rator-to-make---suEll--an-evaluati-on,-the-manufaEt-ure, 
pr-e€essing,-distFibllti-on--in-c-ommel'€C,--U5&,--0fisposal-oHill€h 
substanc-e,-er-any-combination-of-sucll-aetivities,-may-present-an 
11nreasonable ri_slc ofinj11ry.te health or the envirenment, or --1-B 
s11cll s11bstance is or-will--be prod11ced-i-n--5llbstantial quantities, 
and-such-s11bst-anEe-eitheF--eHt-ers-or-may-Feasonably-be 
anticipated to enter the environment in-substantial (!Uantities 
or41le-re-is-or-may-be-signifi-€anlc-OF-5ll bstantial-lmman--exposu re 
to-the-substance,-the-Administr-ator-may-issue-a-proposed-order; 
to---take-e-ffect on the expiration of the notification-pefiod 
applicable-tothe-manllfaEturing-or-processing-of-s11Eh-Sllbst-ance 
under-subsection-(a).-fb),--0F--(€),-to-prohibit-or-limit-the 
manufacture, processing, distrib11tion-i-fl-romme-FEe,-l!SC,-Or 
di-sposal--of--suEll--s11bstanEC--Of-to-prohibi-t-er-limit--any 
eombination-of-suc-h-activitie& ' 
(B) A proposed order may not be issued under s11bparagrarll 

(A}-r-€specti ng-a-Ehemicai-sl!bstance--fi)-late-r-than-4-&-days-before-tlle 
expiration-of-the-notification-period-applicable-to-the-manufacture 
er-processing ofs11ch substanc-€-Uflder-sub~f-t€},-and 
fi-it-unless-the-Admini-stfiltoF-has,on-or-befor-e--the-issl!aRc-e-e f--the 
proposed--order,--notified,---~n--wr-iting,--each-manufacturer-or 
processor, as tile case may be, of SHcll s11bstance of tile 
d etermination-wh i€h-u nd-er-lie-s-suEll-oFder. 
--(-f:}-lf-a-manllfactllreF-OF-pFecessoF-of-a-Ehemical-s11bstaHEe-tobe 
5-llbject to a proposed order iss11ed 11nder subparagrapll (A) files 
with-the-AdministfiltoF-fwi-tllin-the--3-0-eay-perioa-begin-ning--0n--tlle 

7 
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dat-e---such-manu fa Et-urn HfF-pro£essor--rnreive<:kJle.-neti€e-FeEtHir~ 
by-subpamgFaph-fB)(ii))ohjections-specifying-with-particulaFity-the 
prnvisioas--ot"--the---oroeF---Oeemed-objeEtienahle-arul----stating---the 
gr-ouruls-ther-efoF,t-he-pr-oposed-OroeF-Shall-not-take-effec+. 
----f2)(A)(i}-Excepe---as-provided-in-dause(ii),if-wit:h-respect-to-a 
Ehemical--suhstance--with-respeEt-te-whlEh--notice-is-required--by 
subsection-fa},-the--AdministrateF-mak~e-deteRnrnation 
desC-Fibed-ill-J}aragmph-(-1-)(A}-anEl-if-

EB-the-Administmtor-Eloes-not-issue-a-proposed-OFder-!HlEleF 
par-agraim-(+)-respeEting-suEh-su hstance,-oF 

(ll}the-AElminist-rator-issues-such-an-oFEler-r-espeEting-suEh 
SHB5tance--bHt--S-Hch oFder does net-take effect eecause 
ehjectiens-were-filea-unEleF-paragraph-(--1-)fG)-with-r-espect-t&it, 

the--AdmiHistrator,-thrnugh--atterneys--of--l'he--Environmental 
flrnteEtion-Agenc-y,-shall-apply-to-t-he-llnited-Stat-es-DistriEt-fo-uFt-for 
the-District-of Columbia-or-the-llnited--States-district-court-for-the 
judicial--distFic-t-in-whiEh0t-he-manufaEturer-or-processorTas-the-case 
may-be,ofsuch-suhst-an~fouHd,resides,or-transac-ts-busiHess-foF 
an--injunEtion-to-prohibit--or--lirnit-the-rnanufacture,-processing, 
di~tFibution-in- comrner-<:e,-use;--or-disposal--0f-sueh-substanEe-(or-t-0 
prohibit-OF-limit-ilny-EOmbination-ofsuch-ilctivitiest, 
-----(ii)-lf-the---Administrator--issues-a-pr-oposed--order--under 
paFagraph-(-1-}(A}-respecting-a-Ehemical--substanc-e-but-sueh-ordeF 
does--not-take--effect--bec-ause--objec-tions--have--been--filed--unde-F 
paragraph-fl)(G)--with-respeEe----to-it,the--Administrator-is-not 
required-to-apply-foran-injunEtion-under-Elause-F}-respecting-such 
substance-if-t:he-AdmiHistrator--dete-Rnines,-en--the--basis--ef-suEh 
objections,-thatthe-deteFminations-underpamgraph-f-l){A)-may-not 
be-maae. 

(B) A distFiEE----£-ouFt of the llnited States which Feceives an 
application-undeHubpar-agraph-(-A}fi}-foran-injunEtionrespeEting 
a-Ehemi€al--substanre-shaU-isSHe--suc-h--injlHlction-if-the-c-ouFE-finds 
that-

(i)-the--inforrnatio n--available--to- the-- Administrator- is 
inSHfHEiene---t-0-permit-a-reasoned-evaluation-of-the-health-and 
environmental-effects-of--a-€hemic-al-suhstanc-e-with--respec-t-to 

_ whieh-notice-is-requir-ed-by-subsection{a ),and 
. F~) (-I-}-in-the-absence-of-sufficient-i nfor-mation-to-permit-the 

Administrator-to-make--such-an-evaluation,th~nufactme, 
processing,distributionin-mmmer-<:e;-use,or-disposal-of-suEh 
suhstaHce,-erany-eombination-ofsuch-activities;--may-pFeSent-an 
unr-easonahlerisk-ef-injury-t-0-healt-h-or-the-envir-0nment~r 

(II-) sueh--substance-is-or-will--beproduced-in--substantial 
quantities;-and-such-substanEe-eitheF-enters-or--may-reasonably 
he--ant-iEipated--to-enteF----the---environrnent-in-substantial 
quantitiesor-thereis-ormay-be-significantorsubstantial-human 
expGSHre-t&ilie-SHhstance. . 

--(-G)-12ending-t-he-comple
1
tien-0f-i!-prnEeediHg-f-Or-the-issuanEe-Gf 

an-injunct-ion--under--subparagraph--{B)--respeEting- --a---Ehemical 
suhstanc-e,-the--€ourt-may,-upon--appl-i€ation-o f-t-he-AdmiHistratoF 
made-thrnugh-attomeys-of-the-Environment-al-P-rotection-Agenc;y, 
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issue-a-tempor-ary--restr-aining--oFaeF-GF-a-pr-eliminaiy-injunEtion-to 
prehlbitthe-manufil€ture,pro€essing,--aistributio11-in-c-emmeF€e,use; 
or-aispesal-ef--SU€h-a--substan€e--fer--any.-rombinatie&--ot=-su€h 
a€tivities-}-if-the-rouft-finas--that--the--notitic-ation-peried-applirable 
unaer-subse€tion-fa),{br,--er-f€-}-to-the-manufa€turing-er---proEessing 
ef--SU€h-sHbstanre---may--expire----bef-llEh----jmJEeeding-€an-be 
€ompleted. · 
--(-0}-Aft-er---the-submissien-te-t-he--Administrater---ef-tes-Hiat-a 
suffiEienU-e--evalllat-e-the--health and envimnmental-effeEts....et=-a 
€hemiral-substance subjeet-te-an-injunGien--issued---unaer 
subpar-agr-aph--fB-}-and-the-e-valuatien-of--su£h-dat-a-by-the 
AdministratoF, the district collrt of the United States •,vhich issued 
Sllffi--H!fllll€tieR-SRall,upon--pet4tio n,dissol-ve-the-injllnetien--unless 
t-he-Administr-at0F--has--initiated--a--proreeding-foF-the--issuan£e--of-a 
rnle--Hnaer--s&tion---6{-a-}-respe€ting---tlle--substanc-e.-lf--sucR--a 
pro€eeding-has-heen--initiated,---su0h--€ourt-shall-€0ntinue--the 
injun€tion-in-effe€t-Until-t-he-effectiv-e-date-ef.the-rulepromulgat:ed-in 
suc-h--prec-eeding--eF,if-sllc-h--pFOEeeding-is-te rminat-ed--withouHhe 
promulgation-of--a-rule;--upon-the-termination-of-the-proce-eding; 
whi€h e-ver-o€€ur-s-fir-s& 
---ff}-PROTEGTION --AGIIINS'f'. - UNRE/\SON/\BLE-- RISKS.-{-1-)--!f-the 
Administrator-finds-thaHhereis-a-reasonablebasis-to-€onclude-that 
the-manufa€ture,--pre€essing,aistFibution-in-c-emmer€e,use,or 
dispesal--ef--fl-€hemi€al-substanEe-With-respe€t ta whiffi--floti€e-is 
Fequired---by--subse€ti0n--(a),-or-that--any--mmbination-0f-such 
a£ti-vities,presents-or-will--prese-nt-aR-Unr-easonaale-Fisk-of-injury-to 
health--or-awir-0nme-nt--be-fer-e-a---FU!e-promulgated-unaer-se€tien-{) 
Ean-protect-against-suc-h-risk;-the-'Administr-ator-shall,before-the 
C*piFation of the notiticatien peFiod applicaale undeF suasection (a), 
(b), oF (c) to the manufaeturing or processing of such substanEe;-take 
the-a€t4en-authorired-by-paragr-aph-(i)-er+:B-te-the-ext-ent-neEe-SSary 
to pFotect against such risk. 
-(-&}-+he-AdministratoHTI-ay-issue-a-propesed-rule-unde-r-seEtion 
6(-a}t0-apply-toa-chemieal-substan€ewith-respect-towhi0h-a-finding 
was-made under paragraph-(-1-)-

(-A)-a--requir-ement-l-imiting-the--amoum--of.-such--subst-ance 
w-hiEh--may--be-manufactured,pro£essed,or-distributed---in 
co-mme-rce, 

f!B-a-requi reme-nt--demibea--in-par-agraph-f2), (:~), (4),(-&), 
{6) ,0 r-(-7-)-of SeEtiO n-6(-a),-0 F 

ff) any cornaination-of-the-requirem-ents-refeFFed ta in 
subpar-agraph-f!B. 

Su€h-a-proposed-rule-shall-be-effective-upen-its-publiration-in-the 
Federal--Registe-r.-SeEti~(2)(B) shall apj3ly-with-resp&H&s-u€h 
r-ule. 
--{-3){A)-The-Administrator-may-

(i) issue a proposed ordeF to prohiait the manufactuFe, 
pr0€essing,or-aistribution--in--€01llmeF€e-Of-a-substan€e-wit-h 
respect-t-e-whic-h-a-find-ing-was-maae-under-paragraph-f-1),or 

(ii) apply, through attorneys of tbe Environmental 
Jlrote€t4on-Agen£y;-to--the-United--States--Oism-€t--Gourt-f0F--t-he 
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l)istFic+of.C-olumbia-oF-the--Unitefi..-&t-ates-aistFia-ffillft-feF-the 
judiciaklistrict-in-whichthe-rnanufacturerTor--prncessor,as-the 
case--may--be,okuch--wbstan€€,-is--founa,resides,or---tr-ansact-s 
business-for--an-injunction-to--prnhibit--the'--rnanufacture, 
pr-o.cessing,-or-aistribut-ion-in-£ommerceof-such-substanGe. 

A-pr-oposed-oroer-issuea-unaef--€lause---{B-respecting-a-c--hemiral 
subst:ance-shall-t:ake-effea--on-the-expir-atio!l---{}f-the-not-ifiration 
pefiod-applica_ble-under-subsectio1r-ta},-(-b),--or-{c}--to-the 
manu.factuFe-or--pr-oc-essing-of-such-su bstanee. 

(B) If the-4istFia--€ouFt-of-t:he--1Jnitea--&t:ates-to--w-h-i€h-an 
application-has-been--maae-undeF---subpaFagr-aph-(A)fii)-fimis-that 
there is a reasonable basis to conclude that the-manufacture, 
pF0€eSSing,-aistr-ibution-i n-comme-r-ce,-use,-oF-disposal-ef-the 
chemic-al-substance-with-respect-to-which-such--application-was 
made,--oF-thaf--any--cembinat-ien--okuch-act-ivities,-pFesents--oF--Will 
present an-unreasonable-riskof-injuryto-health-or the environment 
before--a--r-ule--promulgated--under-sectfon-6-ran--protect-againsl'-such 
Fisk,-the-couFl'-Shall-issue--an--injunct-ion-te--pr-ohibil'-the-mam1fa€ture, 
processing -or-distribution-in-commerce-of -such-substam:e-or--to 
prohibit;any--combination-of-such-activities, 
-(-f-}-The--pr-ovisions--okubpar-agFaphs--{-B)--and-(G)--ef-subsec-tion 
(e-)(-1-)-shall apply--withrespect-to-anorder-issuedunder-clause(i}of 
subparagFaph--(A);- and-the--provisions-of-subparagFaph-{-G-)- of 
subse€tion-£tj{~}-shall-apply---with-respect-te--an-injunctieH--issued 
under-subparagraph-CB} . 
-----(:D)--lf---the--Administrator-issues--an-oraer--pursuant-to 
subparagraph-{A)fi)--respec-ting-a-che-mical-substance-and-object-ions 
are-filedinaccordancewith-subsection ( e) (1) (C), the-Administrator 
shall--seek-an--i-ntunct-ien--uruleF-subparagFaph-{:A)fii-)-FeSf}€€ti-ng-such 
subst:ance--unless--the-Administrater determines,-on--the-basis-Of.such 
objectiens,--that--such-substanc-e-does-not-er-wiU-not present-an 
unr-easenable-fisk-of-injuFy--te--health--oF--the-environmenta 
--fg-)-S+A'.f-EMl>N'.!'-OF--REA¥0NS-FOR-NO-T-TAK!NG--AG-1'!0N.---l-f-the 
Administrator has--not--initiated-any-action-under-this-section -or 
sec-tien---6--oF----7-to---pmhibit---OF-limit--the-rnamifacture,proc-5sing; 
d istr-ib utio n-ia-c-ommerre,-use,-oF--aispesal-of--a-chemic-al--substance, 
withrespe<ot-to-which-notification-ordatais-required-bysubsection 
(-a}(:-1-3 (B-)--or-fb},---be-fore-the---e*fJi-ration-of--the-notificatiea-pe-r-iod 
applic-able-tothe-manufact-ur-ing-oF--pr-oc-5sing-or-such-substaace,-the 
Administrator-shall--publish-a-statement of-the-Administrator's 
reasens-feF---HOHnit-iating--such-actiefu--Such--a--st:ateme-nt-shall-be 
pualishea-in--the-llede-r-al-Registe-r-be-fer-e-t-he-€*pir-ation-ef--such 
period.--Publication-of-such-statement--in--accordance--with--the 
pr-ec-eding--sentence--is-not-a-pr-e-r-equisite-te-the-manufactufi-ng-eF 
prnc-essing-of.the--subst-ance--wit-h--Fespect-t-o--which-the--statement--is 
to be published. 

(g) ExEMPTIONS.-(1) The Administrator may, upon application, 
exempt any person from any requirement of subsection (a)-or-(b) to 
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permit such person to manufacture or process a chemical substance 
for test marketing purposes-

(A) upon a showing by such person satisfactory to the 
Administrator that the manufacture, processing, distribution in 
commerce, use, and disposal of such substance, and ,that any 
combination of such activities, for such purposes will not 
present any unreasonable risk of injury to health or the 
environment without taking into account cost or other IJQ_ll:fJ.s.k 
factors. and 

(B) under such restrictions as the Administrator considers 
appropriate. 
(2)(A) The Administrator may, upon applicatioa, exempt aay 

per-wH-from-the~re me Ht of s!lbsectien-fb)f2tto-sahmit-datu-fOF 
a-thernical--substaace.!f,upea-receipt--of-an-applic-aHGH--Under-the 
preceding-seatence,-the-Administrator-determines-that--­
(-iJ-the--chernkal-substance--with-respect--to--which-such-applicatiGn 
was-submitted-is-equivalent-to-a-chemical-substanc-e--for--which-data 
has-been-submitt.ed--to-the--Administrator-as-r-equired-by-subsectiGn 
(b}f2-}.-and 
(-ii}-submission-of-data-by-the-applicant-on-such-substance-wGuld-be 
duplicative--of-datil-whic-h-has-beefl-5Ubmitted--to-t-he--Administr-ator 
in-a<:cor-danc:e--with-suEh·subsection, 
the--Adrninistrator--shall-€*€mpHhe-applicant-fr~m-the--requirement 
to---submit--such--data--oa--suc-h-substance,-No-exemption---which--is 
granted-under-this-subpar-agraph-with,respect-to the-subrnission·of 
datil-for-a-chernic-al-substaHc-e-may-t-ake--effect-before-t-he--beginning 
af-the-reimbufsement-period-applicable-to--such-data, 
--(B)-lf-t-he--Adrninistrntor-exernpts--any-person,-under 
subparagraph--{A),-fom submittiag data required under subsectioa 
(b) (2) for ·a chemical substaace because of the existeace of 
previously-submitted-data-and-if-s!lch--exempt-ion--is-granted-duFing 

. the-reimbursement-period for such data, then (unless such persoa 
and-the--persons--r-eferred---ro-ia--c-lauses--fB--and--(-ii-}-agree-on---the 
amGunt-and-rnethod-of-·Teirnbursernent)-the-Adrninistr-ator-shall 
order-the-person granted-the exemption to provide----fatr--and 
equitaele--reimbursement--(in--an-amount--deteFmined-undeH-ules-of 
t-he--Adrninistr-atori-
(i) to the person--whe--previemitted--t-he data on ·.vhich-tbe 
exernption--was--based,--for--a-portio-f-t-he--costs--incuFr-ed-by--such 
person-in complying-withthe--requirernent-under-subsection-(b)-(2} 
to--suomit-such data, and, 
(ii)-t&--any-ether-persan--who--has-heen--requir-ed--under-this 
subpar-agraph-to-contribute--with-respeEt-to-suEh-costs,foF-a-portion 
of-the-amount-such-f}erson--was-quired-to-conmbute, 
In-promulgating-rules-for--the-determination-of-fair--and--equ-itable 
reirnbursement-to-the--persons-described-in-dauses-(i)-and-{ff)-for 
costs incurred with respect to a chemical substance, _ the 
Admirnstr-atoF--5hall,--afteF--€0HSuk.ation-with-the--AttOFHey--General 
and-t-he 
Federal Trade Commission, consider all relevant factors, including 

the-effect--on-the--competiave--positiGn-of--the-person--required--to 
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J}foviae-r-eimbursement:--in-relatien-to--the-per-soHs-te-ae-Feimbur-sea 
ana-the--shaFe-of-the-maFket-for-such-substance-of-the-person 
rettuirea--w-pFOViae-reimbuFSement-in--relaUoH--te-t-he-s-hare-ekueh 
mar-ket---of-the-per-soHs--te--ae-reimbur-sea.---For-purposes-of:--juaicial 
review;--an-oroer-under--this-subpaFagraph--shall-be-coHsideFed--final 
agem:y--a€Uefr. 
-fG}-llOF--puFJ*}ses--of--t-his--paragraph,---the-r-eimbuFSement---per-ioa 
foF-aHy-previously-submitt:ea-dat-a--for-a--€hemi€al-substance-is---a 
peried-
{:i:)-beginniHg----e-H----the-dat-e----Gf-the-teFIBination of the prnhibioon; 
imposed-under-this-se€tfon,-on-the-manufactur-e--or-processing-of 
such substaHce by the persoH who submitted-such data to the 
Administrator,-ana 
---~{ii}ending-

----(~}fwe--year-s-aft€f--the-dat€--Fefer-rea--to-i-!l-€iause-fi-),-or 
-----(ll}at----the--expiration---of-a----period-whiGh-begins-on--the-date 
r-efeFFed-to-in-clause--Ei~--and----is-equal-to--the-per-iod-whi€h--the 
Aaministrator-determines-was-nei;essar-y--to-develop--suEh-aata; 
----whicheveris-later. 

(23) The requirements of subsections {a:)--and--(b) do not apply 
with respect to the manufacturing or processing of any chemical 
substance which is manufactured or processed, or proposed to be 
manufactured or processed, only in small quantities (as defined by 
the Administrator by rule) solely for purposes of-

(A) scientific experimentation or analysis, or 
(B) chemical research on, or analysis of such substance or 

another substance, including such research or analysis for the 
development of a product, 

if all persons engaged in such experimentation, research, or analysis 
for a manufacturer or processor are notified (in such form and 
manner as the Administrator may prescribe) of any risk to health 
which the manufacturer, processor, or th~ Administrator has reason 
to believe may be associated with such chemical substance .. 

CH) The Administrator may, upon application and by rule, 
exempt the manufacturer of any new chemical substance from all or 
part of the requirements of this section if the Administrator 
determines. without~ 'co11sid!!_ratio_n ~f c~_s:ts __ ~_11d_,~!h_er_11011~ri~l< _____________ c:--------{ Commented [A27]: EPA: Drop"a" 

facr_ors, that the manufacture, processing, distribution in commerce, --------- Commented [A28]: EPA: Should be "cost or", not "costs 
use, or disposal of such chemical substance, or _that any combination and". · · 
of such activities, _will not present an unreasonable risk of injury to 
health or the environment~including_gn unreasonable risk _tQ_____g 

potentiafu'___fil(__posed or susce~opulation identified by the 
Administrator.--A-rule-promulgatedunder-this--paragraph---(and--any 
subst-ant4ve---amenament-to,-or-repeal----o-f,--suc-h-a-rul€j--5hall-be 
pr-omulgated--in-aEC--oraanEe--With--par-agr-aphs-f2--)--and-f--3tof-se€Uon 
6(&}. 

(¥.>) The Administrator may, upon application, make the 
requirements of subsections {-a}and-(b) inapplicable with respect to 
the manufacturing or processing of any chemical substance (A) 
which exists temporarily as a result of a chemical reaction in the 
manufacturing or processing of a mixture or another chemical 
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substance, and (B) to which there is no, and will not be, human or 
environmental exposure. 

(S.6) Immediately upon receipt of an application under 
paragraph (1) or 8:)(-5:) the Administrator shall publish in the 
Federal Register notice of the receipt of such application. The 
Administrator shall give interested persons an opportunity to 
comment upon any such application and shall, within 45 days of its 
receipt, either approve or deny the application. The Administrator 
shall publish in the Federal Register notice of the approval or denial 
of such an application. 

fi}----D!iFINl+WN. For purposes of this section, the terms 
~aoo-f~€tu~iHl~FeEeS5'-'-mean---manufacturing-GF-prece-ssit"lg-for 
c--ommerc-ial-pur-poses, 
(15 u.s.c. 2604] 
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Tillery, Loreto 

From: Kaiser, Sven-Erik 
Sent: 
To: 

Wednesday, February 10, 2016 10:12 AM 

'Freedhoff, Michal (Markey)' 

Subject: Sen. Markey TSCA TA - Senate section 4 

Michal, 
In response to your request, please see EPA's TA below. The add on request from last night will follow 
separately. The technical assistance is intended for use only by the requester. The technical assistance does 
not necessarily represent the policy positions of the agency and the administration on the bill; the draft 
language and the comments. Please let me know if any additional questions. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

a) Could EPA test under these 5 scenarios under the Senate bill absent a high priority designation? 
Would Senate (4)(a)(2) be enough to do all these things?. 

Your question assumes that the chemical substance has not been designated as a high priority. 

We note, however, that Scenarios 3 and 4 seem to relate to the selection ofrisk management options. 
Such scenarios would follow from a prior safety determination, which would follow from a prior high 
priority designation. In that case, EPA would have broad authority to require testing to support the safety 
assessment and determination. 

In all Scenarios, Section 4( a)(l )(D) provides clear authority for EPA to require testing if the EPA testing 
action is in response to a request from a government authority operating under a non-TSCA federal law. 
This would include requests from other operating units of EPA. that are not charged with implementing 
TSCA, but have separate legal authorities to address the scenario at issue. 

In Scenarios 1, 2 and 5, Section 4(a)(2) provides a viable authority to require testing. EPA would . , 
probably need to list the chemical substance in question as 'under consideration' for prioritization in 

· order to justify the testing requirement. It also appears that upon receipt of the requested test data, EPA 
would be obliged, within 90 days, to either designate the chemical substance as a high priority for a 
safety assessment or a low priority. 

b) Has EPA required testing in the past for the 5 scenarios? 

1) If a chemical about which little was known spilled into drinking water, could EPA require testing? 
At the request of the Office of Water, on November 10, 1993, OPPT published a final TSCA Section 4 
Test Rule (58 FR 59667) covering four chemicals of interest to the Office of Drinking Water (ODW). 
The chemicals subject to this rule ( chloroethane, 1,3,5-trimethylbenzene; 1, 1-dichloroethane, and 
1,1,2,2-tetrachloroethane)were unregulated drinking water contaminants for which ODW needed data in 
order to develop 1-day, I 0-day, and long term/lifetime health advisories. The required testing included 
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14- and 90-day oral tox_icity studies in rats on each of the subject chemicals. The final rule discusses the 
value of establishing health advisories to provide guidance to officials responsible for protecting health 
after chemical spills. 

2) If there was a cancer cluster in a particular community and a suspected chemical connection, could 
EPA test that chemical? 

No test rule addressing this scenario has been issued. 

3) If there was a group of chemicals used in widely distributed consumer products but insufficient 
toxicology data, could EPA do testing to figure out what needed to go on the warning label etc? 
No test rule addressing this scenario has been issued. 

4) If there was a suspected workplace exposure, could EPA test to see what sort of occupational 
control measures were needed? 
This was done in the "OSHA Dermal Test Rule"; In Vitro Dermal Absorption Rate Testing of Certain 
Chemicals of Interest to the Occupational Safety and Health Administration. 69 FR 22402; April 26, 
2004. OSHA needed quantitative measures of dermal absorption to evaluate the potential hazarl of these 
chemicals to workers and to justify the "Skin" notation in OSHA's 29 CFR 1910.1000 standard which 
required the use of gloves or other equipment to protect the skin, and the test rule was issued to require 
the development of such data. 

5) What about a class of chemicals like flame retardants, where EPA wants to do testing on different 
compounds in the class? · 

. OPPT entered into an Enforceable Consent Agreement {ECA) for incineration testing of four formulated 
composites of fluoropolymer chemicals. The four fommlations were "representative of all known 
commercial FP chemicals." OPPT. wanted to find out if the FP chemicals degraded into PFOA, because 
of developmental toxicity, carcinogenicity, and blood monitoring data concerns associated with PFOA 
(70 FR 39630; 07/08/05). 

Additionally, the neurotoxicity endpoint rule required the neurotoxicity testing of 7 organic solvents for 
neurotoxicity due to the neurological effects seen in painters due to "solvent syndrome."(NPRM: 56 FR 
9105, March 4, 1991; NFRM: 58 FR 59667, Nov 10, 1993; Revocation: 60 FR 4514, Jan 23, 1995; 
Testing Consent Orders for Acetone, N-Amyl Acetate, N-Butyl Acetate, Ethyl acetate, Isobutyl Alcohol, 
Methyl Isobutyl Ketone, and Tetrahydrofuran: 60 FR 4516, Jan 23, 1995). 

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov] 
Sent: Thursday, February 04, 2016 6:21 PM 
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> 
Subject: TA request - Senate section 4 

Sven 

In reviewing Senate section 4, some have raised concerns with Senate 4(a) and indeed, have said that Senate 4(a) is 
more restrictive than the retention of the TSCA 4(a) 'unreasonable risk' finding that needs to be made before testing can 
occur on some chemicals. 

I'm pasting the language below, and then following that with some questions based· on the concerns I've recently heard: 
I . 

(a) Development of New Information on Chemical Substances and Mixtures.-
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(1) IN GENERAL-The Administrator may require the development of new information relating to a chemical substance or mixture 
in accordance with this section if the Administrator determines that the information is necessary-

(A) to· review a. notice under section s(dl or toip·erforrn a s~fet:ya~sessmenf or safety cietermination. under-sectfon-6; 
'(B). t6 --irilplemerit a reqvire-ment· i~po~~cfirt~ fo11senC~gre~ment. or order .i~sued . imd~r-· se;tion· s(d)(4f -~r under a ruie 

promulgated under section 6(d)(3);. . - . . . . . . . . - ,, 

(C) pursuant to section 12(a)(4); or . . . . . . . . .. 
(D}at the requ·~st of the impiementlng authorhv.u"ncier another Fedetaliaw, to mee't the tegul9fory testirig'neeBs of that authority; 
(2) LIMITED TESTING FOR PRIORITIZATION PURPOSES.- - . -

(A) IN GENERAL-Except as provided in subparagraph (B), the Administrator may require the development of new information 
for the purposes of section 4A. 

(B) PROHIBITION.-Testing required under subparagraph (A) shall not be required for the purpose of establishing or implementing 
a minimum information requirement. 

(C) LIMITATION.-The Administrator may require the development of new information pursuant to subparagraph (A) only if the 
Administrator determines that addition.al information is necessary to establish the priority of a chemical substance. 

QUESTIONS: 
1) If a chemical about which little was known spilled into drinking water, could EPA require testing? 
2) If there was a cancer cluster in a particular community and a suspected chemical connection, could EPA test that 

chemical? 

3) If there was a group of chemicals used in widely distributed consumer products but insufficient toxicology data, 
could EPA do testing to figure out what needed to go on the warning label etc? 

4)If there was a suspected workplace exposure, could EPA test to see what sort of occupational control 
measures were needed? . . 

5) What about a class of chemicals like flame retardants, where EPA wants to do testing on different compounds in· 
the class? 

Basically all these examples relate to existing chemicals, not new chemicals, and the view is that unless EPA puts them all 
into a high priority listing, it could not really get this data under Senate 4{a)(1). So my questions are generally, a) could 
EPA test under these sorts of scenarios under the Senate bill absent a high priority designation? Would Senate (4)(a)(2) 
be enough to do all these things? and b) has EPA required testing in the past for these sorts of scenarios? 

Thanks 
Michal 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office o.f Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 

Connect with Senator Markey 
ti~ y~,, ~ 

"' {012::S.1 
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Tillery, Loreto 

From: Kaiser, Sven-Erik 
Sent: 
To: 

Thursday, March 17, 2016 3:24 PM 
'Freedhoff, Michal (Markey)' 

Subject: Sen. Markey TSCA TA Followup Request on CBI - health and safety studies 

Michal, 
This TA responds to your request on the alternate formulation. Explicitly tying disclosure regarding a ban or 
phaseout to "a request to maintain protections under subsections (g)(1) (g)(2) and (g)(3)" could be read to 
indicate that EPA can't make such information public until after the Agency receives a request from the · 
company to maintain protection for the information. This seems unlikely to be the result that you intended. 

In addition, Your draft language cites to (g)(1), (g)(2) and (g)(3), whereas the relevant provision in the Senate 
bill and offer cite to (g)(2), (g)(3) and (g)(4). We do not think citation to (g)(1) of the Senate bill or offer would 
make sense. If the intent is to cite to (2) through (4) of the Senate bill and offer, we think that would make 
sense (although, as stated above, we do not think the addition of reference to "request" makes sense). 

Please let me know if any questions. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and lnte_rgovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Freedhoff, Michal (Marke'y) [mailto:Michal Freedhoff@markey.senate.gov] 

Sent: Thursday, March 17, 2016 12:27 PM 
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> 
Subject: RE: Sen. Markey TSCA TA Followup Request on CBI - health and,safety studies 

Another formulation 

(I) . · · a BAN OR PHASE-OUT :-(Al If the Administrator promulgates a rule pursuant to 
section 6(a) that establishes a ban or phase-out of a chemical substance, the protection from 
disclosure of any information under this section with respect to the chemical substance shall-be 
presumed to no longer apply, subject to a review of a request to maintain 'protections under 
subsections (g)(l) (g)(2) and (g)(3): 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 

Connect with Senator Markey 
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From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov] 
Sent: Wednesday, March 16, 2016 7:00 PM 
To: Freedhoff, Mict,al (Markey) 
Subject: Re: Sen. Markey TSCA TA Followup Request on CBI - health and safety studies 

Got it-checking along with the last one. Thanks, 
Sven 

On Mar 16, 2016, at 6:46 PM, Freedhoff, Michal (Markey) <Michal Freedhoff@m_~.senat~ov> wrote: 

Does this work for 14(c)(3)(B) 

{fil EXCEPTIONS FROM PRESUMPTION 
(i) Paragraph (3)(A) shall not apply to any condition of use of a chemical substance for which 
an exemption under section 6(g) has been granted; · 
(ii) For a ban or phase-out of a chemical substance that is not established for all conditions of 

use of the chemical substance. paragraph (3 )(A) shall apply only to information about the 
chemical substance that relates solely to the conditions of use for which the ban or phase­
out is established ; 

(iii) Paragraph (3)(A) shall apply to a chemical substance for which a ban or phase-out has 
been established if the chemical substance continues to be manufactured, processed and 
distributed solely for export if EPA determines thatsection 12(a)(i) shall not apply to the 
chemical substance in accordance with section 12(a)(2).1[MF1]; and . . . 

(iv) Paragraph (3)(A) shall apJ2ly to a c;hemical substanceJhat is subject to a phase out at such 
time as the phase out is fully implemented. 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 

Connect with Senator Markey 

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov] 
Sent: Tuesday, March 15, 2016 4:43 PM 
To: Freedhciff, Michal (Markey) 
Subject: Sen. Markey TSCA TA Followup Request on CBI - health and safety studies 

Michal - please see the requested followup TA on CBI and health and safety studies. 

Here is an excerpt of current senate 14 with some highlighted text, the first of which was not in the Senate-passed 
bill. In your opinion does this first portion of highlighted text change a) existing EPA practice and b) meaning 
compared to Senate-passed text. I'm not reading your response below as a "yes" to either question but I want to be 
sure. 
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Response: EPA would interpret the highlighted language to effect no cha·nges in either EPA practice or the 
Senate passed bill. EPA has always addressed the mix of CBI and non-CBI information in a particular 
document, assessing what needs to be protected and what does not, which is what the second highlighted text 
appears to require. 

That said, others may argue that the new highlighted text does effectuate a change in both the bill and 
. practice. EPA would not interpret (c)(2) as a condition or limitation on (c)(1 ), because it merely provides that 

information that is protectable remains protectable even if mixed with non-protectable information, a position 
EPA already takes. However, the new highlighted text might be argued to indicate that (c)(2) in some way 
limits or conditions the scope of information releasable pursuant to (c)(1 ). 

Please let me know if any additional questions .. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753 

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov] 
Sent: Tuesday, March 15, 2016 1:16 PM 
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> 
Subject: RE: Sen. Markey TSCA TA Request on CBI - health and safety studies 

Here is an excerpt of current senate 14 with some highlighted text, the first of which was not in the 
Senate-passed bill. In your opinion doe_s this first portion of highlighted text change a) existing EPA 
practice and b) meaning compared to Senate-passed text. I'm not reading your response below as a 
"yes" to either question but I want to be sure. 

(c) Information Not Protected From Disclosure.- . 
(I) IN GENERAL-Notwithstanding subsections (a) and (b ), and subJect to paragraph (2); the following 

information shall not be protected from disclosure: 
(A) INFORMATION FROM HEALTH AND SAFETY STUDIES.­

(i) IN GENERAL-Subject to clause (ii)-
(!) any health and safety study that is submitted under this Act wit.h respect to-

(aa) any chemical substance or mixture that, on the date on which the study is to be 
disclosed, has been offered for commercial distribution; or. 

(bb) any chemical substance or mixture for which-
(AA) testing is required under section 4; or 
(BB) a notification is required under section 5; or 

(II) any infonnation reported to, or otherwise obtained by, the Administrator from a health 
and safety study relating to a chemical substance or mixture described in item (aa) or (bb) of 
subclause (I).· · 
(ii) EFFECT OF SUBPARAGRAPH.--,Nothing in this subparagraph authorizes the release of 

any information that discloses- . 
(!).a process used in the manufacturing·or processing ofa chemical substance or mixture; · 

or 
(II) in the case of a mixture, the portion of the mixture comprised by any chemical 

substance in the mixture. · 
(B) OTHER INFORMATION NOT PROTECTED FROM DISCLOSURE.-The following 

information is not protected from disclosure under this section: 
(i) For information submitted after the date of enactment of the Frank R. Lautenberg Chemical 

Safety for the 21st Century Act, the specific identity of a chemical substance as of the date on which 
the chemical substance is first offered for commercial distribution, if the person submitting the 
information does not meet the requirements of subsection ( d). 
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(ii) A safety assessment developed, or a safety determination made, under section 6. 
(iii) Any general information describing the manufacturing volumes, expressed as specific 

aggregated volumes or, if the Administrator determines that disclosure of specific aggregated 
volumes would reveal confidential information, expressed in ranges. 

(iv) A general description of a process used in the manufacture or processing and industrial, 
commercial, or consumer functions and uses of a chemical substance, mixture, or article containing 
a chemical substance or mixture, including information specific to an industry or industry sector 
that customarily would be shared with the general public or within an industry or industry sector. 

(2) MIXED CONFIDENTIAL AND NONCONFIDENTiAL INFORMATION.~Any information that 
js. eligible for protection under this section and is sublllitted with information described in this subsection 
shall be·protected from disclosure, ifthe submitter complies with subsection (d), subject'to the condition that 
information in the·submission that i_s not eligible for protection again~t disclosure shall be disclo.sed. 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight & Investigations 
Office of Senator Edward J. Markey 
255 Dirksen Senate Office Building 
Washington, DC 20510 
202-224-2742 

Connect with Senator Markey 

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov] 
Sent: Tuesday, March 15, 2016 1:13 PM 
To: Freedhoff, Michal (Markey) 
Subject: Sen. Markey TSCA TA Request on CBI - health and safety studies 

Michal, 
This responds to your TA request on CBI and health and safety studies. 

Question: Currently if there is CBI in a health and safety study t~at is not the chemlD sort 
that existing tsca protects, does EPA redact that CBI prior to releasing the health and 
safety study? 

EPA Response: The companies provide a sanitized version of the submission which is what we 
publish, assuming no final determination has been made regarding eligibility for confidential 
treatment. 

Please let me know if any additional questions. Thanks, 
Sven 

Sven-Erik Kaiser 
U.S. EPA 
Office of Congressional and Intergovernmental Relations 
1200 Pennsylvania Ave., NW (1305A) 
Washington, DC 20460 
202-566-2753. 

From: Freedhoff, Michal (Markey) [mailto:Michal Fr~edhoff@markey.senate.gov] 
Sent: Tuesday, March 15, 2016 10:32 AM 
To: Kaiser, Sven-Erik <Kaiser.Sven-Eri~pa.gov> 
Subject: TA - health and safety studies 
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Sven 

A\ 

Currently if there is CBI in a health and safety study that is not the chem ID sort that existing tsca 
protects, does EPA redact that CBI prior to releasing the health and safety study? 

Thx 
M 

Michal Ilana Freedhoff, Ph.D. 
Director of Oversight and Investigations 
Office of Senator Edward J. Markey (D-MA) 
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